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Evaluator comments:
The text highlighted in grey was provided by the evaluator.

6 Mammalian Toxicology (KCP 7)

6.1 Summary

Table 6.1-1: Information on LEPTOSAR 200 SL *

Product name and code A-200SL-OR3-C/ LEPTOSAR 200 SL
Formulation type SL

Active substance(s) (incl. content) acetamipryd, 200 g/L
Function insecticide

Product already evaluated as the ‘representative No

formulation’ during the approval of the active

substance(s)

Product previously evaluated in another MS according | No

to Uniform Principles

* Information on the detailed composition of LEPTOSAR 200 SL can be found in the confidential dRR Part C.
Justified proposals for classification and labelling
According to the criteria given in Regulation (EC) No 1272/2008 of the European Parliament and of the

Council of 16 December 2008, the following classification and labelling with regard to toxicological data
is proposed for the preparation:

Table 6.1-2: Justified proposals for classification and labelling for LEPTOSAR 200 SL
according to Regulation (EC) No 1272/2008
Hazard class(es), categories Acute Tox. 4
Skin Sens. 1B
Eye Irrit. 2
Repr. 2
Hazard pictograms or Code(s) for | GHS07
hazard pictogram(s) GHS08
Signal word Warning
Hazard statement(s) H302 - Harmful if swallowed

H317- May cause an allergic skin reaction.
H319 — Causes serious eye irritation.
H361 d - Suspected of damaging fertility or the unborn child

Precautionary statement(s) P201, P261, P264, P270, P280, P308+P313
Additional labelling phrases To avoid risks to man and the environment, comply with the instructions for use.
[EUH401]
Table 6.1-3: Summary of risk assessment for operators, workers, residents and bystanders
for LEPTOSAR 200 SL
Result PPE / Risk mitigation measures
Operators Acceptable - Woerkwear Coverall and gloves - green house use (tomato, aubergine
paprika)

- Workwear and gloves - apple, pear, quince, medlar, cherry, peach,
nectarine, apricot, plum, hazelnut, walnut, tobacco, common osier,
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Result

PPE / Risk mitigation measures

purple willow

- Workwear—all-other-uses

~— Workwear, gloves and drift reduction - oilseed rape, mustard, turnip
rape, flax, hemp, sunflower, opium poppy, wheat, rye, triticale, maize,
sorghum, millet, soybean and pumpkin

- Workwear, GIS%e8 and closed cabin - forest and ornamental nurseries
plants, restockings, afforestations and forest trees’ seed plantations;
Christmas trees plantations

Workers

Acceptable

- Workwear (oilseed rape, mustard, turnip rape, eereals, wheat, rye,
triticale, maize, sorghum, millet, flax, hemp, sunflower, opium poppy)

- Workwear and gloves (soybean, pumpkin, apple, pear, quince, medlar,
cherry, peach, nectarine, apricot, plum, hazelnut, walnut, forest and
ornamental nurseries plants, restockings, afforestations and forest trees’
seed plantations; Christmas trees plantations, tobacco, purple willow,
common osier, greenhouse uses - tomato, aubergine, paprika)

Residents

Acceptable

None

Bystanders

Acceptable

Nene
5m buffer zone - apple, pear, quince, medlar, cher
lum, hazelnut, walnut,

each, nectarine,

tobacco, purple willow, common osier

5m buffer zone and drift reduction - forest and ornamental nurseries
plants, restockings, afforestations and forest trees’ seed plantations;
Christmas trees plantations

No unacceptable risk for operators, workers, residents and bystanders was identified when the product is
used as intended and depending on crop to be treated, provided that the PPE/ risk mitigation measures
stated in Table 6.1-3 are applied.

A summary of the critical uses and the overall conclusion regarding exposure for operators, workers and
residents/bystanders is presented in the following table.

Table 6.1-4 Critical uses and overall conclusion of exposure assessment

1 2 3 4 5 6 7 8 9 10
Use- | Crops and F, Fn, | Application Application rate PHI | Remarks: Acceptability of
No.* | situation Fpn (d) exposure as-
(e.g. growth G, Gn, (e.g. safen- sessment
stage of crop) | Gpn — er/synergist
or Method / Max. num- | Max. application Water (L/ha))
| ** Kind ber (min. rate L/ha
interval kg as/ha iti
(incl. applica- | ot oo g min/ critical gap for
tion technique oo operator, work-
oot 4U€} applications) | a) per use max er, resident or -
b) per crop/ season |8 2|3
a) per use ) p p bystander expo- | S| 5 | £ | 8
b) per crop/ sure based on sl |8| 8
(7 d
season ‘[eﬁxposure mod- & g gl
1 Oilseed rape F Spraying, a) 1 a) 0.060 200- |- Guidanceonthe |R [A [A |A
(BBCH - LCTM b) 1 b) 0.060 400 assessment of
71) exposure of
Mustard operators, work-
Turnip rape ers, residents and
(BBCH 20-71) bystanders in risk
assessment for
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1 2 3 4 5 6 7 8 9 10

2 Wheat, F Spraying, a) 1 a) 0.040 200 - 400 | - plant protection R |A [A [A
Barley LCT™M b) 1 b) 0.040 products; EFSA
Rye Journal

Tritacale 2014;12(10):3874

Rye
(BBCH 30-65)

3 Maize , F Spraying, a) 1 a) 0.060 300 - 500 | - R [A [A |A
Sorghum LCTM b) 1 b) 0.060
Millet

(BBCH 51-75)

4. Soybean F Spraying, a)l a) 0.060 200 - 500 | - R |R [A [A
(BBCH 11-65) LCTM b) 1 b) 0.060

5. Pumpkin F Spraying, a)l a) 0.060 200 - 500 | - R [R [A |A
BBCH E88 LCTM b) 1 b) 0.060
)

6. Tomato, auber- G Spraying a)l a) 0.060 300-750 |3 R |R [A [A

gine paprika LCHH b) 1 b) 0.060
BBCH 20-§
9)

7. Apple, pear, F Spraying, a)l a) 0.025 200-750| 14 R [R [A |R
quince, medlar, HCTM b) 2 (7 d) b) 0.050
Cherry, peach,
nectarine,
apricote, plum
(BBCH [BB1-
87)

Huzelnut,
walnut

(BBCH 1 5l
65)

8. Forest and F Spraying, a)l a) 0.050 200 - 400 | n.a. R |R [A R
ornamental HCTM b) 1 b) 0.050
nurseries
plants, restock-
ings, afforesta-
tions and forest b)
trees’ seed
plantations;
Christmas trees
grown on

ﬁlantations

* Use number(s) in accordance with the list of all intended GAPs in Part B, Section 0 should be given in column 1

**  F: professional field use, Fn: non-professional field use, Fpn: professional and non-professional field use, G: professional
greenhouse use, Gn: non-professional greenhouse use, Gpn: professional and non-professional greenhouse use, I: indoor
application

*** @.g. LC: low crops, HC: high crop, TM: tractor-mounted, HH: hand-held

Explanation for column 10 “Acceptability of exposure assessment”

A Exposure acceptable without PPE / risk mitigation measures

R Further refinement and/or risk mitigation measures required

- Exposure not acceptable/ Evaluation not possible

Data gaps

No gaps

Noticed data gaps are:
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6.2 Toxicological Information on Active Substance(s)

Information regarding classification of the active substances and on EU endpoints and critical areas of
concern identified during the EU review are given in Table 6.2-1.

Table 6.2-1: Information on active substance(s)

Acetamiprid
Common Name acetamiprid
CAS-No. 135410-20-7
Classification and proposed labelling
With regard to toxicological endpoints Hazard classes (s), categories: Acute Tox 4, H302
(according to the criteria in Reg. 1272/2008, |Code(s) for hazard pictogram(s): H362 GHS07

as amended) Signal word: Warning

Hazard statement(s): Harmful if swallowed

Precautionary statement(s)

P264 Wash hands thoroughly after handling

P270 Do not eat, drink or smoke when using this product

P301+ P312+P330 IF SWALLOWED: Call a doctor if you feel un-
well. Rinse-meuth.

P330 Rinse mouth

Additional C&L proposal According to RAC Opinion (04/05/2020) the following
toxicological classification is for acetamipriyd proposed:
Acute tox. 3, H301, Repr. 2, H361d

Agreed EU endpoints

AOEL systemic 0.025 mg/kg bw/d
AAOEL systemic 0.025 mg/kg bw/d
Reference EFSA Journal 2016;14(11):4610, SANTE/10502/2017 Rev 4;

13 December 2017

Conditions to take into account/critical areas of concern with regard to toxicology

According to Review Report/EFSA None.
Conclusion for acetamiprid

6.3 Toxicological Evaluation of Plant Protection Product

A summary of the toxicological evaluation for LEPTOSAR 200 SL is given in the following tables. Full
summaries of studies on the product that have not been previously considered within an EU peer review
process are described in detail in Appendix 2.

Table 6.3-1: Summary of evaluation of the studies on acute toxicity including irritancy and
skin sensitisation for LEPTOSAR 200 SL

Classification
Acceptability (acc. to the criteria Reference
in Reg. 1272/2008)

Type of test, species, model Result
system (Guideline)

LDsp oral, rat No study Yes Acute Tox. 4, H302 | Appendix 2
submitted
Classification based
on composition of the
product (estimation
method -additivity
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formula)
LDso dermal, rat No study Yes No classification Appendix 2
submitted based on composition
of the product
(estimation method -
additivity formula)
LCso inhalation, rat No study Yes No classification Appendix 2
submitted based on composition
of the product
(estimation method -
additivity formula)
Not submitted, not necessary. Justification presented in Appendix 2
Skin irritation;redel-system No study Yes No classification Appendix 2
submitted based on composition
of the product
(estimation method -
additivity formula)
Eye irritation-medel-system No study Yes Eye Dam. 2, H319 | Appendix 2
submitted
Classification based
on composition of the
product (estimation
method -additivity
formula)
Skin sensitisation, guinea No study Yes/ No/ Skin Sens 1B, H317 | Appendix 2
pig/mouse submitted Supplementary
Estimatien-based Classification based
on-composition-of on composition of the
the-product product (estimation
(additivity method -additivity
formula) formula)
Supplementary studies for No data — not - -
combinations of plant protection |required
products
Table 6.3-2: Additional toxicological information relevant for classification/labelling of
LEPTOSAR 200 SL
Substance Classification of the Reference | Classification of product
(concentration substance (acc. to the criteria in
in product, (acc. to the criteria in Reg. 1272/2008)
% wiw) Reg. 1272/2008)
Toxicological Acetamiprid H361d RAC Opinion |H361d
properties of active (17.24% (wiw) dated
substance(s) (relevant 04/05/2020
for classification of
product)
Toxicological component H304 Reg. Not required
properties of non-active |reffered in 1272/2008 /
substance(s) (relevant | Confidential MSDS**/
for classification of section” present Section C
product) in concentration
below limit
defined in CLP
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Substance Classification of the Reference | Classification of product
(concentration substance (acc. to the criteria in
in product, (acc. to the criteria in Reg. 1272/2008)
% wiw) Reg. 1272/2008)
Further toxicological - - - -
information

* Please use concentration range or concentration limit (e.g. 1-10% or > 1%) as provided in MSDS.
**  Material safety data sheet by the applicant

6.4 Toxicological Evaluation of Groundwater Metabolites

ZRMS The concentration of acetamiprid metabolites in groundwater are predicted to occur below
comment | the trigger value of 0.1 pg/L, therefore, the relevance assessment of these metabolites ac-
cording to the stepwise procedure of the EC guidance document SANCO/221/2000 —rev.10
is not required.

All metabolite concentrations are predicted to stay below 0.1 ug/L — no groundwater assessment is re-
quired.

6.5 Dermal Absorption (KCP 7.3)

A summary of the dermal absorption rates for the active substances in LEPTOSAR 200 SL are presented
in the following table.

Table 6.5-1: Dermal absorption rates for active substances in LEPTOSAR 200 SL
Acetamiprid
Value Reference
Concentrate 10% EFSA Guidance on dermal absorption (EFSA  Journal
Dilutions 50% 2017;15(6):4873)
6.5.1 Justification for proposed values - acetamiprid

No data on dermal absorption for acetamiprid in LEPTOSAR 200 SL is available. Justifications for de-
fault values according to Guidance on Dermal Absorption (EFSA Journal 20632;—10{4):2665
2017;15(6):4873) are presented in the following table.

Table 6.5-2: Default dermal absorption rates for acetamiprid
Value Justification for value Acceptability of justification
Concentrate 10% Default dermal absorption | Accepted

value from EFSA Journal
2017;15(6):4873 for the soluble
concentrate (SL)

Dilution 50% Default dermal absorption | Accepted
value from EFSA Journal
2017;15(6):4873 for dilution of
the soluble concentrate (SL)
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6.6 Exposure Assessment of Plant Protection Product (KCP 7.2)
Table 6.6-1:  Product information and toxicological reference values used for exposure assess-
ment
Product name and code LEPTOSAR 200 SL
Formulation type SL
Category Insecticide
Active substance(s) acetamiprid
(incl. content) 200 g/L
AOEL systemic 0.025 mg/kg bw/d
AAOEL systemic 0.025 mg/kg bw/d
Inhalation absorption 100%
Oral absorption 100%
Dermal absorption Concentrate: 10%
Dilution: 50%
(Defaults)
6.6.1 Selection of critical use(s) and justification

The critical GAP(s) used for the exposure assessment of the plant protection product are shown in
Table 6.1-4. A list of all intended uses within the zone is given in Part B, Section 0.

Justification

Critical GAP was selected based on the highest application rates recommended in the minimum water
volume in each category group of crop, i.e.:

- 1x0.3L of product/ ha eq. to 1 x 60 g of acetamiprid/ha for oilseed rapes, mustard, turnip rape
(Oilseeds scenario);

- 1x0.2L of product/ ha eg. to 1 x 40 g of acetamiprid/ha for cereals (wheat, rye, triticale) (Cere-
als scenario);

- 1x0.3L of product/ ha eq. to 1 x 60 g of acetamiprid/ha for maize and-sugarmaize, sorghum,
millet (Cereals scenario);

- 1x0.3 L of product/ ha eq. to 1 x 60 g of acetamiprid/ha for soybean and pumpkin (Legume veg-
etables scenario/ Brassica vegetables scenario);

- 2x0.125 L of product/ ha eq. to 2 x 25 g of acetamiprid/ha (7 days interval between treatments)
for apple, pear, quince, medlar (Pome fruits scenario), cherry, peach, nectarine, apricot, plum
(Stone fruits scenario), hazelnut, walnut (Peme-fruits/Stone-fruits/ Tree nuts scenario)

B1 x 0.25 L of product/ ha eq. to 1 x 50 g of acetamiprid/ha for forest and ornamental nurseries

plants, restockings, afforestations and forest trees’ seed plantations; Christmas trees plantations
(Pome fruits scenario) — *




A-200SL-OR3-C/ LEPTOSAR 200 SL Page 12 /85
Part B — Section 6 - Core Assessment Template for chemical PPP
Applicant version Version February 2021

- 1 x 0.3 L of product/ ha eq. to 1 x 60 g of acetamiprid/ha for tomato, aubergine and paprika
in a greenhouse scenario

For minor crops not mentioned above, such as:
- flax, hemp, sunflower and poppy the oil seed scenario is also the umbrella assessment
- tobacco, common osier and purple willow, the pome fruit scenario with 2 applications per season
covers the appropriate risk assessment.

6.6.2 Operator exposure (KCP 7.2.1)

Comments of [The operator exposure calculations for the proposed uses of LEPTOSAR 200 SL conducted
ZRMS: by the Applicant were completed by Evaluator.

The Applicant presented calculations only for longer term operator exposure, but Evaluator]
calculated also acute operator exposure, because the reference value acutely toxic active
substance (AAOEL) for acetamiprid is determined (EFSA Journal 2016;14(11):4610,
SANTE/10502/2017 Rev 4; 13 December 2017) (results in Table 6.6 3b).

Longer term exposure

The predicted longer term operator exposure to LEPTOSAR 200 SL applied outdoors via
tractor mounted boom sprayer to low and high crops is within acceptable limit when the
operator uses workwear.

In greenhouses the exposure is acceptable when the operator uses workwear and gloves.

Acute exposure

The predicted acute operator exposure to LEPTOSAR 200 SL applied outdoors via tractor
mounted boom sprayer to low crops is within acceptable limit when the operator uses
workwear and gloves and also drift reduction technology is applied.

When the product is applied outdoors via tractor mounted boom sprayer outdoors to high
crops the exposure is acceptable when the operator uses workwear and gloves in all intend-
ed uses except and additionally the cabin is closed in case of use the product in Forest and
ornamental nurseries plants, restockings, afforestations and forest trees’ seed plantations
/Christmas trees plantation.

Conclusions:

The operator exposure to LEPTOSAR 200 SL applied outdoors via tractor mounted boom
sprayer to low crops is within acceptable limit when the operator uses workwear, gloves
and also drift reduction technology is applied.

The operator exposure to LEPTOSAR 200 SL applied outdoors via tractor mounted boom
sprayer to high crops is within acceptable limit when the operator uses workwear and
gloves in all intended uses and additionally the cabin is closed in the case of the use of the
product in Forest and ornamental nurseries plants, restockings, afforestations and forest
trees’ seed plantations /Christmas trees plantation.

In greenhouses the exposure is acceptable when the operator uses workwear and gloves.

6.6.2.1 Estimation of operator exposure

A summary of the exposure models used for estimation of operator exposure to the active substances dur-
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ing application of LEPTOSAR 200 SL according to the critical use(s) is presented in Table 6.6-2. The
outcome of the estimation is presented in Blad! Nie mozna odnalez¢ zrodla odwolania. (longer term
exposure). Detailed calculations are in Appendix 3.

Table 6.6-2:

Exposure models for intended uses

Critical use(s)

Oilseed rape, mustard, turnip rape (max. 1 x 0.3 L product/ha)

Cereals (wheat, rye, triticale) (max. 1 x 0.2 L product/ha)

Maize, sorghum, millet (max. 1 x 0.3 L product/ha)

Soybean and pumpkin (max. 1 x 0.3 L product/ha)

Apple, pear, quince, medlar (Pome fruits), cherry, peach, nectarine, apricot, plum
(stone fruits) and hazelnut, walnut (tree nuts) (max. 2 x 0.125 L product/ha, 7.d
interval)

Forest and ornamental nurseries plants, restockings, afforestations and forest trees’ seed

ﬁlantations; Christmas trees ilantations iPome fruits) (max. 1 x 0.25 L product/ha) -

Greenhouse use (tomato, aubergine, paprika) (max. 1 x 0.3 L of product/ ha)

Model(s)

Guidance on the assessment of exposure of operators, workers, residents and
bystanders in risk assessment for plant protection products; EFSA Journal
2014;12(10):3874 calculator version: 30/03/2015

Dutch greenhouse model: Van Golstein Brouwers, Y.G.C., Marquart, J. and Van
Hemmen, J.J. (1996). Assessment of occupational exposure to pesticides in agriculture.
Part IV. Protocol for the use of generic exposure data. TNO Nutrition and Food Re-
search Institute, The Netherlands. TNO Report V 96.120

Table 6.6-3a:

Estimated operator exposure (longer term exposure)

Acetamiprid

Model data

Level of PPE Total absorbed dose % of systemic AOEL
(mg/kg/day)

EFSA calculator

Tractor mounted boom spray application outdoors to low crops — oilseed rape, mustard, turnip rape

Application rate

1 x0.060 kg a.s./ha

Spray application
(AOEM; 75" percentile)
Body weight: 60 kg

Potential exposure 0.0379825 151.93

Work wear (arms, body and

legs covered) M/L and A 0.0232014 92.81

EFSA calculator

Tractor mounted boom spray application outdoors to low crops — cereals (wheat, rye, triticale)

Application rate

1 x0.040 kg a.s./ha

Spray application
(AOEM; 75" percentile)
Body weight: 60 kg

Potential exposure 0.0276730 110.69

Work wear (arms, body and

legs covered) M/L and A 0.0167240 66.90

EFSA calculator

Tractor mounted boom spray application outdoors to low crops — maize, sorghum, millet

Application rate

1 x0.060 kg a.s./ha

Spray application
(AOEM; 75" percentile)
Body weight: 60 kg

Potential exposure 0.0379825 151.93

Work wear (arms, body and

legs covered) M/L and A 0.0232014 92.81
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EFSA calculator
Tractor mounted boom spray application outdoors to low crops — soybean (legume vegetables), pumpkin (brassi-
ca vegetables scenario)

Application rate 1 x 0.060 kg a.s./ha
Spray application Potential exposure 0.0379825 151.93
(AOEM; 75 percentile)
Body weight: 60 kg Work wear (arms, body and
legs covered) M/L and A 0.0232014 9281

EFSA calculator

Tractor mounted boom spray application outdoors to high crops:

apple, pear, quince, medlar (Pome fruits), cherry, peach, nectarine, apricot, plum (stone fruits) and hazelnut,
walnut (tree nut)

Application rate 2x0.025 kg a.s./ha
Spray application Potential exposure 0.0324971 129.99
(AOEM; 75" percentile)
Body weight: 60 kg Work wear (arms, body and
legs covered) M/L and A 0.0121467 48.59

EFSA calculator

Tractor mounted boom spray application outdoors to high crops:

Forest and ornamental nurseries plants, restockings, afforestations and forest trees’ seed plantations
/Christmas trees plantation (pome fruit scenario)

Application rate 1 x 0.050 kg a.s./ha

Spray application Potential exposure 0.0621250 248.50
(AOEM; 75" percentile)

Body weight: 60 kg Work wear (arms, body and

legs covered) M/L and A 0.0222576 89.3

Spraying in greenhouses

Dutch greenhouse model

Tomato, aubergine, paprika

Application rate 1 x 0.060 kg a.s./ha
Spray application Total exposure
Body weight: 60 kg (Inhalation and dermal 0.101 404%

exposure without PPE)

Total exposure
(Inhalation exposure
without PPE, dermal 0.011 44%
exposure - gloves and
coveralls)
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Table 6.6-3b: Estimated operator exposure (acute exposure)
Acetamiprid
Model data Level of PPE Total absorbed dose % of systemic AAOEL
(mg/kg/day)

EFSA calculator
Tractor mounted boom spray application outdoors to low crops — oilseed rape, mustard, turnip rape

Application rate 1 x 0.060 kg a.s./ha
Spray application Potential exposure 0.2906358 1162.54
(AOEM; 95 percentile)
Body weight: 60 kg Work wear (arms, body and
legs covered) M/L and A Lo GBEIED
Work wear (arms, body and
legs covered) + gloves, M/L 0.0357331 142.93

and A

Work wear (arms, body and
legs covered) + gloves, M/L 0.0042272 16.91
and A + drift reduction

EFSA calculator
Tractor mounted boom spray application outdoors to low crops — cereals (wheat, rye, triticale)

Application rate 1 x 0.040 kg a.s./ha

Spray application Potential exposure 0.2382608 953.04
(AOEM; 95 percentile)

Body weight: 60 kg Work wear (arms, body and 0.0848963 33959

legs covered) M/L and A

Work wear (arms, body and
legs covered) + gloves, M/L 0.0330583 132.23
and A

Work wear (arms, body and
legs covered) + gloves, M/L 0.0031287 12.51
and A + drift reduction

EFSA calculator
Tractor mounted boom spray application outdoors to low crops — maize, sorghum, millet

Application rate 1 x 0.060 kg a.s./ha

Spray application Potential exposure 0.2906358 1162.54
(AOEM; 95 percentile)

Body weight: 60 kg Work wear (arms, body and 0.1156441 462 58

legs covered) M/L and A

Work wear (arms, body and
legs covered) + gloves, M/L 0.0357331 142.93
and A

Work wear (arms, body and
legs covered) + gloves, M/L 0.0042272 16.91
and A + drift reduction

EFSA calculator
Tractor mounted boom spray application outdoors to low crops — soybean (legume vegetables), pumpkin (brassi-
ca vegetables scenario)

Application rate 1 x 0.060 kg a.s./ha

Spray application Potential exposure 0.2906358 1162.54
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(AOEM; 951 percentile)
Body weight: 60 kg

Work wear (arms, body and

legs covered) M/L and A OAESEEY d62i58
Work wear (arms, body and

legs covered) + gloves, M/L 0.0357331 142.93
and A

Work wear (arms, body and

legs covered) + gloves, M/L 0.0042272 16.91

and A + drift reduction

EFSA calculator

Tractor mounted boom spray application outdoors to high crops:
apple, pear, quince, medlar (Pome fruits), cherry, peach, nectarine, apricot, plum (stone fruits) and hazelnut,

walnut (tree nut)

Application rate 2 x0.025 kg a.s./ha
Spray application | potential exposure 0.2261657 904.66
(AOEM; 951 percentile)
Body weight: 60 kg Work wear (arms, body and
legs covered) M/L and A BibEogeer LoUEee
Work wear (arms, body and
legs covered) + gloves, M/L 0.0182599 73.04

and A

EFSA calculator

Tractor mounted boom spray application outdoors to high crops:
Forest and ornamental nurseries plants, restockings, afforestations and forest trees’ seed plantations
/Christmas trees plantation (pome fruit scenario)

Application rate 1 x0.050 kg a.s./ha
Spray application Potential exposure 0.3866660 1546.66
(AOEM; 95 percentile)
Body weight: 60 kg Work wear (arms, body and
legs covered) M/L and A 0.0753441 50138
Work wear (arms, body and
legs covered) + gloves, M/L 0.0360644 144.26
and A
Work wear (arms, body and
legs covered) + gloves, M/L 0.0058272 23.31
and A + closed cab
1x0.040 kg as./ha
e — m
0.0610672 244.27
0.0235294 94.12

6.6.2.2

Measurement of operator exposure

Since the operator exposure estimations carried out indicated that the acceptable operator exposure level
(AOEL) will not be exceeded under conditions of intended uses and consideration of the above mentioned

personal-protective-equipment(PPE) risk mitigation measures, a study to provide measurements of opera-

tor exposure was not necessary and was therefore not performed.
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6.6.3 Worker exposure (KCP 7.2.3)

Comments of [The worker exposure calculations for the proposed uses of LEPTOSAR 200 SL conducted
ZRMS: by the Applicant using the EUROPOEM Il model and the EFSA calculator and presented
in Table 6.6-5 are accepted.

In the case of oilseed rape, mustard, turnip rape, wheat, rye, triticale, maize, sorghum, mil-
let, flax, hemp, sunflower and opium poppy the worker exposure undertaking crop inspec-
tion activity is within acceptable limit assuming workers are wearing workwear (arms,
body and legs covered). The obtained values calculated for these intended uses in both
models are below the AOEL values.

In the case of soybean, pumpkin, apple, pear, quince, medlar, cherry, peach, nectarine,
apricot, plum, hazelnut, walnut, forest and ornamental nurseries plants, restockings, affor-
estations and forest trees’ seed plantations; Christmas trees plantations, tobacco, purple
willow, common osier and greenhouse uses (tomato, aubergine paprika) the worker expo-
sure undertaking crop inspection activity is within acceptable limit assuming workers are
wearing workwear (arms, body and legs covered) and gloves. The obtained values calculat-
ed for these intended uses in both models are below the AOEL values.

As a standard rule, crops treated by LEPTOSAR 200 SL should not be re-entered before
spray deposit on leaf surfaces has completely dried.

6.6.3.1 Estimation of worker exposure

Table 6.6-4 shows the exposure model(s) used for estimation of worker exposure after entry into a previ-
ously treated area or handling a crop treated with LEPTOSAR 200 SL according to the critical use(s).
Outcome of the estimation is presented in Table 6.6- (longer term exposure). Detailed calculations are in
Appendix 3.
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Table 6.6-4: Exposure models for intended uses

Critical use(s) Oilseed rape, mustard, turnip rape (max. 1 x 0.3 L product/ha)

Cereals (wheat, rye, triticale) (max. 1 x 0.2 L product/ha)
Maize, sorghum, millet (max. 1 x 0.3 L product/ha)
Soybean and pumpkin (max. 1 x 0.3 L product/ha)

Apple, pear, quince, medlar (Pome fruits), cherry, peach, nectarine, apricot, plum
(stone fruits) and hazelnut, walnut (tree nuts) (max. 2 x 0.0125 L product/ha; 7 d
interval)

Forest and ornamental nurseries plants, restockings, afforestations and forest trees’ seed

ﬁlantations; Christmas trees ilantations iPome fruits) (max. 1 x 0.25 L product/ha)

Green house use (tomato, aubergine, paprika) (max. 1 x 0.3 L product/ha)

Model(s) Guidance on the assessment of exposure of operators, workers, residents and
bystanders in risk assessment for plant protection products; EFSA Journal
2014;12(10):3874

calculator version: 30/03/2015

Post-Application Exposure of Workers to Pesticides in Agriculture — Report of the Re-
entry Working Group. EUROPOEM |1 Project, FAIR3-CT96-1406. December 2002

Table 6.6-5: Estimated worker exposure (longer term exposure)
Acetamiprid
Model data Level of PPE Total absorbed dose % of systemic AOEL
(mg/kg bw/day)

EFSA calculator
Inpsection, irrigation
Outdoor

Work rate: 2 hours/day
DTso: 30 days

DFR: 3 ug/cm?/kg a.s./ha
MAF: n.a.

Application rate Oilseed rape, mustard, turnip rape 1 x 0.06 kg a.s./ha

Body weight: 60 kg | Potential

TC: 12500 cm?/person/h 0.0375000 150.00

Work wear (arms, body and
legs covered) 0.0042000 16.80
TC: 1400 cm?/person/h

Work wear (arms, body and
legs covered) and gloves n.a. n.a.
TC: xxx cm?/person/h

EFSA calculator
Inpsection, irrigation
Outdoor

Work rate: 2 hours/day
DTso: 30 days

DFR: 3 pg/cm?/kg a.s./ha

MAF: n.a.
Application rate Cereals (wheat, rye, triticale) 1 x 0.04 kg a.s./ha
Body weight: 60 kg Potential

TC: 12500 cm?/person/h 0.0250000 100
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Work wear (arms, body

and legs covered) 0.0028000 11.20
TC: 1400 cm?/person/h

Work wear (arms, body

and legs covered) and na. na.

gloves
TC: xxx cm?/person/h

EFSA calculator
Inpsection, irrigation
Outdoor

Work rate: 2 hours/day
DTso: 30 days

DFR: 3 pg/cm?/kg a.s./ha

MAF: n.a.

Application rate

Maize, sorghum, millet 1 x 0.06 kg a.s./ha

Body weight: 60 kg Potential
TC: 12500 cm?/person/h 0.0375000 150
Work wear (arms, body
and legs covered) 0.004200 16.80
TC: 1400 cm?/person/h
Work wear (arms, body
and legs covered) and
n.a. n.a.
gloves
TC: xxx cm?/person/h
EFSA calculator
Reaching, picking
Outdoor
Work rate: 8 hours/day
DTso: 30 days
DFR: 3 pg/cm?/kg a.s./ha
MAF: n.a.
Application rate Soybean, pumpkin 1 x 0.06 kg a.s./ha
Body weight: 60 kg Potential
TC: 5800 cm?/person/h 0.0696000 278.40
Work wear (arms, body and
legs covered) 0.0300000 120.00
TC: 2500 cm?/person/h
Work wear (arms, body and 2784
legs covered) and gloves 0.0069600 2'4
TC: 580 cm?/person/h

EFSA calculator

Searching, reaching, picking

Outdoor
Work rate: 8 hours/day
DTso: 30 days

DFR: 3 pg/cm?/kg a.s./ha

MAF: 1.9

Application rate

interval)

Apple, pear, quince, medlar (Pome fruits), cherry,
peach, nectarine, apricot, plum (stone fruits) and
hazelnut, walnut (tree nut) 2 x 0.025 kg a.s./ha (7 d

Body weight: 60 kg

Potential

0.2082001

832.80
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TC: 22500 cm?/person/h

Work wear (arms, body and

legs covered) 0.0416400 166.56
TC: 4500 cm?/person/h

Work wear (arms, body and

legs covered) and gloves 0.0208200 83.28

TC: 2250 cm?/person/h

EFSA calculator

Searching, reaching, picking
Outdoor

Work rate: 8 hours/day
DTso: 30 days

DFR: 3 ng/cm?/kg a.s./ha
MAF: n.a.

Application rate

Forest and ornamental nurseries plants, restockings,
afforestations and forest trees’ seed plantations
/Christmas trees plantation (Pome fruits)

1x0.05 kg a.s./ha
Body weight: 60 kg Potential
TC: 22500 cm?/person/h 0.2250000 900
Work wear (arms, body and
legs covered) 0.0450000 180
TC: 4500 cm?/person/h
Work wear (arms, body and
legs covered) and gloves 0.0225000 90
TC: 2250 cm?/person/h
Application rate
Body weight: 60 kg
0.1800000 720
0.0360000 144
0.0180000 2

EFSA calculator
Reaching, picking

Indoor

Work rate: 8 hours/day
DTso: 30 days

DFR: 3 ug/cm?/kg a.s./ha
MAF: n.a.

Application rate

Greenhouse use - Tomato, aubergine paprika

1x0.06 kg a.s./ha
Body weight: 60 kg Potential
TC: 5800 cm?/person/h 0.0696000 278.40
Work wear (arms, body and 0.0300000 120.00

legs covered)
TC: 2500 cm?/person/h
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Work wear (arms, body and 0.0069600 27.84

legs covered) and gloves
TC: 580 cm?/person/h

EUROPOEM II

Work rate: 2 hours/day
DTso: 30 days

DFR: 3 ug/cm?/kg a.s./ha

MAF: n.a.
Application rate Oilseed rape, mustard, turnip rape 1 x 0.06 kg a.s./ha
Body weight: 60 kg | Potential

TC: 12500 cm?/person/h 0.0375088 150

Work wear (arms, body and 16.80

legs covered) 0.004208

TC: 1400 cm?/person/h L
Work wear (arms, body and
legs covered) and gloves
TC: 1400 cm?/person/h 0.000883 3
PPE factor dermal: 5
EUROPOEM II
Work rate: 2 hours/day
DTso: 30 days
DFR: 3 pg/cm?/kg a.s./ha
MAF: n.a.
Application rate Cereals (wheat, rye, triticale) 1 x 0.04 kg a.s./ha (365 d
interval)
Body weight: 60 kg Potential
TC: 12500 cm?/person/h 0.025008 100
Work wear (arms, body
and legs covered) 0.00280 11
TC: 1400 cm?/person/h
Work wear (arms, body
and legs covered) and
gloves 0.00056 2
TC: 1400 cm?/person/h
PPE factor dermal: 5
EUROPOEM II

Work rate: 2 hours/day
DTso: 30 days

DFR: 3 pg/cm?/kg a.s./ha
MAF: n.a.

Application rate Maize, sorghum, millet 1 x 0.06 kg a.s./ha

Body weight: 60 kg Potential

TC: 12500 cm?/person/h 0.03750 150

Work wear (arms, body
and legs covered) 0.00420 17
TC: 1400 cm?/person/h

Work wear (arms, body
and legs covered) and
gloves 0.000833 3
TC: 1400 cm?/person/h
PPE factor dermal: 5

EUROPOEM 11
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Work rate: 8 hours/day
DTso: 30 days

DFR: 3 ug/cm?/kg a.s./ha
MAF: n.a.

Application rate

Soybean, pumpkin 1 x 0.06 kg a.s./ha

Body weight: 60 kg

Potential

TC: 5800 cm?/person/h 0.06968 278
Work wear (arms, body and

legs covered) 0.03000 120
TC: 2500 cm?/person/h

Work wear (arms, body and

legs covered) and gloves 0.00600 24

TC: 2500 cm?/person/h
PPE factor dermal: 5

EUROPOEM II

Work rate: 8 hours/day
DTso: 30 days

DFR: 3 ug/cm?/kg a.s./ha
MAF: 1.9

Application rate

Apple, pear, quince, medlar (Pome fruits), cherry,
peach, nectarine, apricot, plum (stone fruits) and

hazelnut, walnut (tree nut)

2 x 0.025 kg a.s./ha (7 d interval)

Body weight: 60 kg

Potential
TC: 22500 cm?/person/h

0.213875

855

Work wear (arms, body and
legs covered)
TC: 4500 cm?/person/h

0.043275

171

Work wear (arms, body and
legs covered) and gloves
TC: 4500 cm?/person/h
PPE factor dermal: 5

0.009855

34

EUROPOEM 11

Work rate: 8 hours/day
DTso: 30 days

DFR: 3 pg/cm?/kg a.s./ha
MAF: n.a.

Application rate

Forest and ornamental nurseries plants, restockings,
afforestations and forest trees’ seed plantations
/Christmas trees plantation (Pome fruits)

1 x0.05 kg a.s./ha
Body weight: 60 kg Potential

TC: 22500 cm?/person/h 0.22500 900
Work wear (arms, body and

legs covered) 0.04500 180
TC: 4500 cm?/person/h

Work wear (arms, body and

legs covered) and gloves 0.00900 36

TC: 4500 cm?/person/h
PPE factor dermal: 5
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EUROPOEM Il
Reaching, picking

Indoor

Work rate: 8 hours/day
DTso: 30 days

DFR: 3 ng/cm?/kg a.s./ha
MAF: n.a.

Application rate

Greenhouse use - Tomato,

1x0.06 kg a.s./ha

aubergine paprika

Body weight: 60 kg

Potential

TC: 5800 cm?/person/h
Inhalation exposure without
PPE

0.07003

280

Work wear (arms, body and
legs covered)

TC: 2500 cm?/person/h
Inhalation exposure without
PPE

0.03043

122

Work wear (arms, body and
legs covered) and gloves
TC: 2500 cm?/person/h
PPE factor dermal: 5
Inhalation exposure without
PPE

0.006205

240

6.6.3.2

Refinement of generic DFR value (KCP 7.2)

Not relevant, default value 3 pg/cm?/kg a.s./ha was applied for calculations

6.6.3.3

Measurement of worker exposure

Since the worker exposure estimations carried out indicated that the acceptable operator exposure level
(AOEL) will not be exceeded under conditions of intended uses and considering above mention PPE, a
study to provide measurements of worker exposure was not necessary and was therefore not performed.
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6.6.4 Resident and bystander exposure (KCP 7.2.2)

Comments of [The resident and bystander exposure calculations for the proposed uses of LEPTOSAR 200
ZRMS: SL conducted by the Applicant were completed by Evaluator.

The Applicant presented calculations only for long term resident exposure, but Evaluator|
calculated also acute exposure for bystanders, because the reference value acutely toxic
active substance (AAOEL) for acetamiprid is determined (EFSA Journal
2016;14(11):4610, SANTE/10502/2017 Rev 4; 13 December 2017) (results in Table 6.6
3b).

Resident exposure:

In all intended uses except greenhouses the predicted longer term exposure of a child and
adult resident resulting from spray drift, vapour, surface deposits, re-entry into treated
crops and sum of all pathways calculated for acetamiprid is within the acceptable limit
provided that in the case of apple, pear, quince, medlar, cherry, peach, nectarine, apricot,
plum, hazelnut, walnut and forest and ornamental nurseries plants, restockings,
afforestations and forest trees’ seed plantations; Christmas trees plantations the buffer zone
of 5 m is applied.

Bystander exposure:

In all intended uses except greenhouses the predicted acute exposure of a child and adult
bystander resulting from spray drift, vapour, surface deposits and entry into treated crops
calculated for acetamiprid is within acceptable limit provided that in the case of apple,
pear, quince, medlar, cherry, peach, nectarine, apricot, plum, hazelnut, walnut and forest
and ornamental nurseries plants, restockings, afforestations and forest trees’ seed
plantations; Christmas trees plantations the buffer zone of 5 m is applied.

Additionally, in the case of the forest and ornamental nurseries plants, restockings,
afforestations and forest trees’ seed plantations; Christmas trees plantation only the use off
the drift reduction technology reduces spray drift to the acceptable level (79.51% of|
AAOEL for child,

Conclusions:

In the case of greenhouses it can be expected that the risk assessment for all outdoor uses|
will cover the exposure resulting from the indoor use of LEPTOSAR 200 SL.

In all remain intended uses the predicted resident and bystander exposure calculated for
acetamiprid is within acceptable limit provided that in the case of apple, pear, quince,
medlar, cherry, peach, nectarine, apricot, plum, hazelnut, walnut and forest and ornamental
nurseries plants, restockings, afforestations and forest trees’ seed plantations; Christmas
trees plantations the buffer zone of 5 m is applied.

Additionally, in the case of the forest and ornamental nurseries plants, restockings, affor-
estations and forest trees’ seed plantations; Christmas trees plantations only the use of the
drift reduction technology reduces spray drift to the acceptable level for bystanders.

6.6.4.1 Estimation of resident and bystander exposure

The acute exposure assessment for bystanders covers the exposure that a resident could reasonably be
expected to incur in a single day. Therefore, there is no need for a separate acute risk assessment for resi-
dents.
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Table 6.6-6 shows the exposure model(s) used for estimation of resident and bystander exposure to acet-
amiprid. The outcome of the estimation is presented in Table 6.6-7 (longer term resident and acute by-
stander exposure). Detailed calculations are in Appendix 3.

In case of green house use the resident/bystander risk assessment has not been performed separately.
It can be expected that risk assessment for all outdoor uses will be much higher and thus, will cover the
exposure resulting from the indoor use of LEPTOSAR 200 SL.

Table 6.6-6: Exposure models for intended uses

Critical use(s) Oilseed rape, mustard, turnip rape (max. 1 x 0.3 L product/ha)
Cereals (wheat, rye, triticale) (max. 1 x 0.2 L product/ha)
Maize, sorghum, millet (max. 1 x 0.3 L product/ha)

Soybean and pumpkin (max. 1 x 0.3 L product/ha)
Pumpkin—{max—1-x-0-3-Lproduct/ha)

Apple, pear, quince, medlar (Pome fruits), cherry, peach, nectarine, apricot, plum
(stone fruits) and hazelnut, walnut (tree nuts) (max. 2 x 0.0125 L product/ha; 7 d
interval)

Forest and ornamental nurseries plants, restockings, afforestations and forest trees’ seed

ilantations; Christmas trees ilantations iPome fruits) (max. 1 x 0.25 L product/ha)

Model(s) Guidance on the assessment of exposure of operators, workers, residents and
bystanders in risk assessment for plant protection products; EFSA Journal
2014;12(10):3874

calculator version: 30/03/2015

Table 6.6-67: Estimated resident and bystander exposure (longer term and acute exposure)
Acetamiprid
Model data Total absorbed dose (mg/kg % of systemic AOEL or
bw/day) AAOEL

Tractor mounted boom spray application outdoors to low crops
Buffer zone: 2-3 (m)

Drift reduction technology: no

DTso: 30 days

DFR: 3 pg/cm?/kg a.s./ha

Interval between treatments: 365 days

MAF: n.a.

Number of applications and application rate Oilseed rape, mustard, turnip rape 1 x 0.06 kg a.s./ha

N Gy
Vapour (75" perc.) 0.0010700 4.28
Deposits (75" perc.) 0.0004855 1.94
Re-entry (75" perc.) 0.0050625 20.25
Sum (mean) 0.0076811 30.72

Resident adult Drift (75 perc.) 0.000964 3.86

Body weight: 60kg I\, 00 (751 perc) 0.000230 0.92
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Deposits (75" perc.) 0.0002044 0.82

Re-entry (75" perc.) 0.0028125 11.25

Sum (mean) 0.0030801 12.32
Bystander child Spray drift (95" perc.) 0.0091356 36.54
Bathiver Tl Vapour (95" perc.) 0.0010700 4.28

Surface deposits

(95M perc.) 0.0014535 5.81

Entry into treated crops

(95% perc.) 0.0050625 20.25
Bystander adult Spray drift (95" perc.) 0.0024830 9.93
Body weight: 60ka I\, 0ur (95t perc.) 0.0002300 0.92

Surface deposits

(95 perc.) 0.0006163 2.47

Entry into treated crops 0.0028125 11.95

(95" perc.)

Tractor mounted boom spray application outdoors to low crops

Buffer zone: 2-3 (m)

Drift reduction technology: no

DTso: 30 days

DFR: 3 ug/cm?/kg a.s./ha
Interval between treatments: 365 days

MAF: n.a.

Number of applications and application rate

Cereals, (wheat, rye, triticale) 1 x 0.04 kg a.s./ha

Resident child Drift (75" perc.) 0.002686 10.74
Body weight: 10 kg Vapour (75 perc.) 0.001070 4.28
Deposits (75" perc.) 0.000324 1.29
Re-entry (75" perc.) 0.003375 13.50
Sum (mean) 0.005477 21.91
Resident adult Drift (75" perc.) 0.0006427 2.57
Body weight: 60kg I\, 0o (75™ perc.) 0.0002300 0.92
Deposits (75" perc.) 0.0001363 0.55
Re-entry (75" perc.) 0.0018750 7.50
Sum (mean) 0.0021301 8.52
Bystander child Spray drift (95" perc.) 0.0060904 36.54 24.36
Body weight: 10kg  [\/0ur (95t perc.) 0.0010700 4.28
(Séjsriaggr‘ie)p"sns 0.0009690 3.88
(Egnst;yp?rf)"eated Eops 0.0033750 13.50
Bystander adult Spray drift (95" perc.) 0.0016553 6.62
Body weight: 60kg I\, 00r (95" perc.) 0.0002300 0.92
(S;Sriaggrg.e)p““s 0.00041108 1.64
Entry into treated crops 0.0018750 7.50
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(95" perc.)

Tractor mounted boom spray application outdoors to low crops
Buffer zone: 2-3 (m)

Drift reduction technology: no

DTso: 30 days

DFR: 3 ng/cm?/kg a.s./ha

Interval between treatments: 365 days

MAF: n.a.

Number of applications and application rate Maize, sorghum, millet 1 x 0.06 kg a.s./ha

Resident child Drift (75" perc.) 0.002686 10.74

Body weight: 10kg I\, 00r (75™ perc.) 0.001070 4.28
Deposits (75" perc.) 0.000486 1.94
Re-entry (75" perc.) 0.005063 20.25
Sum (mean) 0.006941 27.77

Resident adult Drift (75" perc.) 0.000643 2.57

Body weight: 60kg I\, our (75™ perc.) 0.000230 0.92
Deposits (75" perc.) 0.000204 0.82
Re-entry (75" perc.) 0.002813 11.25
Sum (mean) 0.002927 11.71

Bystander child Spray drift (95™ perc.) 0.0060904 24.36

Body weight: 10kg  |\/00r (95t perc.) 0.0010700 4.28

Surface deposits

(95M perc.) 0.0014535 5.81

Entry into treated crops

(954 perc.) 0.0050625 20.25
Bystander adult Spray drift (95" perc.) 0.0016553 6.62
Body weight: 60ka I\ /001r (95t perc.) 0.0002300 0.92

Surface deposits

(95M perc.) 0.0006163 2.47

Entry into treated crops

(954 perc.) 0.0028125 11.25

Tractor mounted boom spray application outdoors to low crops
Buffer zone: 2-3 (m)

Drift reduction technology: no

DTso: 30 days

DFR: 3 pg/cm?/kg a.s./ha

Interval between treatments: 365 days

MAF: n.a.

Number of applications and application rate Soybean, pumpkin 1 x 0.06 kg a.s./ha

Resident child Drift (75 perc.) 0.0040287 16.11

Body weight: 10 kg Vapour (75" perc.) 0.001070 4.28
Deposits (75" perc.) 0.000486 1.94
Re-entry (75" perc.) 0.005063 20.25
Sum (mean) 0.0076811 30.72

Resident adult Drift (75" perc.) 0.0009640 3.86
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Body weight: 60 kg | Vapour (75™ perc.) 0.000230 0.92
Deposits (75" perc.) 0.000204 0.82
Re-entry (75" perc.) 0.002813 11.25
Sum (mean) 0.0030801 12.32
Bystander child Spray drift (951 perc.) 0.0091356 36.54
Body weight: 10ka I\, 0ur (95t perc.) 0.0010700 4.28
Surface deposits
(951 perc.) 0.0014535 5.81
Entry into treated crops
(95% perc.) 0.0050625 20.25
Bystander adult Spray drift (95" perc.) 0.0024830 9.93
Body weight: 60 ka I\, 000r (95t perc.) 0.0002300 0.92
Surface deposits
(951 perc.) 0.0006163 2.47
Entry into treated crops
(95% perc.) 0.0028125 11.25

Tractor mounted boom spray application outdoors to high crops

Buffer zone: 5 (m)

Drift reduction technology: no

DTso: 30 days

DFR: 3 pg/cm?/kg a.s./ha
Interval between treatments: 7 days

MAF: 1.9

Number of applications and application rate

Apple, pear, quince, medlar (Pome fruits), cherry, peach,
nectarine, apricot, plum (stone fruits) and hazelnut, walnut
(tree nuts) 2 x 0.025 kg a.s./ha

Resident child Drift (75™ perc.) 0.0086767 34.71
Body weight: 10kg I\, 0our (75™ perc.) 0.0010700 4.28
Deposits (75" perc.) 0.0010556 4.22
Re-entry (75" perc.) 0.0039038 15.62
Sum (mean) 0.0106695 42.68
Resident adult Drift (75" perc.) 0.0048133 19.25
Body weight: 60 kg I\ /0 (75™ perc.) 0.0002300 0.92
Deposits (75" perc.) 0.0004444 1.78
Re-entry (75" perc.) 0.0021688 8.68
Sum (mean) 0.0054351 21.74
Bystander child Spray drift (95" perc.) 0.0198773 79.51
Eotviivero el Vapour (95 perc.) 0.0010700 4.28
(S;srfha;griiposns 0.0026227 10.49
(Egrgtﬂypie”rtccf)"eated EIoR: 0.0039038 15.62
Bystander adult Spray drift (95" perc.) 0.0110279 44.11
Body weight: 60 kg I\/00r (95t perc.) 0.0002300 0.92
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Surface deposits
(95" perc.)

0.0011120

4.45

Entry into treated crops
(95" perc.)

0.0021688

8.68

Tractor mounted boom spray application outdoors to high crops

Buffer zone: 5 (m)

Drift reduction technology: no

DTso: 30 days

DFR: 3 ng/cm?kg a.s./ha
Interval between treatments: 365 days

MAF: n.a.

Number of applications and application rate

Forest and ornamental nurseries plants, restockings,
afforestations and forest trees’ seed plantations; Christmas
trees plantations (Pome fruits) 1 x 0.05 kg a.s./ha

Resident child Drift (75" perc.) 0.0173533 69.41
Body weight: 10 kg Vapour (75 perc.) 0.0010700 4.289
Deposits (75" perc.) 0.0011408 4.56
Re-entry (75" perc.) 0.0042188 16.88
Sum (mean) 0.0166891 66.76
Resident adult Drift (75" perc.) 0.0096267 38.51
Body weight: 60kg I\, 0 (751 perc.) 0.0002300 0.92
Deposits (75" perc.) 0.0004803 1.92
Re-entry (75" perc.) 0.0023438 9.38
Sum (mean) 0.0087481 34.99
Bystander child Spray drift (95" perc.) 0.0397546 159.02
Body weight: 10 kg - -
B Copl ks 00198773 79.51
drift reduction
Vapour (95" perc.) 0.0010700 4.28
F 0.0010700 4.28
Surface deposits
(95" perc.) 0.0028343 11.34
0,0014172 5.67
Entry into treated crops
(95% perc.) 0.0042188 16.88
0.0042188 16.88
Bystander adult Spray drift (95" perc.) 0.0220558 88.22
Body weight: 60 kg
0.0110279 44.11
Vapour (95 perc.) 0.0002300 0.92
EE e C00 65
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Surface deposits

(95 perc.) 0.0012017 4.81

- o

Entry into treated crops

(95% perc.) 0.0023438 9.38
0.0023438 9.38

XNNNA
{rTn
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0.0011337 453
0.0033750 13.50
0.0088223 35.29
0.0002300 0.92
- 0.0004807 1.92
0.0018750 7.50
6.6.4.2 Measurement of resident and/or bystander exposure

Since the resident and/or bystander exposure estimations carried out indicated that the acceptable operator
exposure level (AOEL) for acetamiprid will not be exceeded under conditions of intended uses and con-
sidering above mentioned risk mitigation measures. A study to provide measurements of resi-
dent/bystander exposure was not necessary and was therefore not performed.

6.6.5 Combined exposure

Not relevant. The product contains only one active substance.

Appendix 1  Lists of data considered in support of the evaluation
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Appendix 2  Detailed evaluation of the studies relied upon

A2l Statement on bridging possibilities

Bridging is not necessary since the toxicological potential of HAKSARFOP565-SG L EPTOSAR 200 SL
can be predicted on the basis of toxicological data available for active substances and co-formulants in-
cluded in composition of above-mentioned product.

IComments of zZRMS: |Accepted

A22 Acute oral toxicity (KCP 7.1.1)

Comments of ZRMS: [The classification of the component containing 3 co-formulants with acute oral
classification is determined in MSDS, therefore there is no need to use for calcula-
tion the particular compounds, which are not at significant concentrations. Ulti-
mately, these particular compounds have no impact on final result.

The calculation method and final result are accepted and according to the calcula-
tion the product LEPTOSAR 200 SL should be classified as Acute Tox. 4 with the
H302 statement.

Acute oral toxicity value (ATE mix) can be estimated according to principles of Regulation 1272/2008.
p. 3.1.3.6.1 (additivity formula) as follows:

100 i
n—

ATEmiy ATE;
Where:

C;—  concentration of ingredient I (% w/w or % v/v)

([ the individual ingredient from 1to n

n-— the number of ingredients

ATE;— Acute Toxicity Estimate of ingredient i.

Calculations takes into account data for components which are classified to acute oral toxicity class and
significant concentration. According to RAC Opinion the active substance acetamiprid is classified as
Acute Tox. 3. H301. Its concentration in the product is equal to 17.24% and its lowest LDsp is 140 mg/kg
bw (according to EFSA Journal 2016;14(11):4610).

In addition there are 3 other co-formulants with acute oral classification and the H301 (Acute Tox. 3) or
H302 (Acute Tox. 4) statement.

Their concentration in the product is equal to 0.000005%, 0.0000005% and 0.000000015%, respectively.

Taking all above into account the ATEmix for the whole formulation is therefore:

100
The ATEnmix = J.'?.24+D.DDDDDE+D.DDDDDDE+D.DDDDDDDJ.5 =813 mg/kg bw

1la0 S00 100

The estimated value ATEmix of acute oral toxicity for LEPTOSAR 200 SL is equal to 813 mg/kg bw
and thus. The product should be classified as Acute Tox. 4 with the H302 statement.
No additional studies are required.
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A23 Acute percutaneous (dermal) toxicity (KCP 7.1.2)

Comments of ZRMS: [The classification of the component containing 3 co-formulants with acute dermal
classification is determined in MSDS, therefore there is no need to use for calcula-
tion the particular compounds, which are not at significant concentrations. Ulti-
mately, these particular compounds have no impact on final result.

Taking into account the classification of the co-formulants of the product LEPTO-
SAR 200 SL the product should not be classified with regards to the acute dermal
toxicity.

Acute dermal toxicity value (ATE mix) can be estimated according to principles of Regulation
1272/2008. P. 3.1.3.6.1 (additivity formula) as follows:

W00 = G
ATEmix T ATE

Where:

C;—  concentration of ingredient I (% w/w or % v/v)

- the individual ingredient from 1 to n

n-— the number of ingredients

ATE;— Acute Toxicity Estimate of ingredient i.

Calculations takes into account data for components which are classified to acute dermal toxicity class
and significant concentration.

There are 3 components (co-formulants) in LEPTOSAR 200 SL with acute dermal classification
and the H311 (Acute Tox. 3) or H312 (Acute Tox. 4) statement.

Their concentration in the product is equal to 0.000005%, 0.0000005% and 0.000000015%, respectively.

Taking all above into account the ATEmix for the whole formulation is therefore:

100
The ATEmix = 0.0DDDDS |, .DDDDODS + 0.00DDDDDLS >>> 2000 mg/kg bw

T
iioo = elel

The estimated value ATEmix of acute eral dermal toxicity for LEPTOSAR 200 SL is far above 2000
mg/kg bw
and thus. The product should not be classified with regards to acute dermal toxicity.

No additional studies are required.

A24 Acute inhalation toxicity (KCP 7.1.3)

Comments of zRMS: [The classification of the component containing 2 co-formulants with acute inhala-
tion classification is determined in MSDS, therefore there is no need to use for|
calculation the particular compounds, which are not at significant concentrations.
Ultimately, these particular compounds have no impact on final result.

Taking into account the classification of the co-formulants of the product LEPTO-
SAR 200 SL the product should not be classified with regards to the acute inhala-
tion toxicity.

Acute inhalation toxicity value (ATE mix) can be estimated according to principles of Regulation
1272/2008. P. 3.1.3.6.1 (additivity formula) as follows:

100 £

ATEmix T ATE
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Where:

C;—  concentration of ingredient I (% w/w or % v/v)

- the individual ingredient from 1 to n

n-— the number of ingredients

ATE;— Acute Toxicity Estimate of ingredient i.

There are 2 components (co-formulants) in LEPTOSAR 200 SL with acute inhalation classification
and the H330 (Cat. 2) or H331 (Acute Tox. 3) statement.
Their concentration in the product is equal to 0.0000005% and 0.000000015%, respectively.

Taking all above into account the ATEmix for the whole formulation is therefore:

100
The ATEmiX = T.oooooos , .DODODDOLS >>> 20 mg/l—

e B

The estimated value ATEnmix of acute erat inhalation toxicity for LEPTOSAR 200 SL is far above 20 mg/L
and thus. The product should not be classified with regards to acute inhalation toxicity.
No additional studies are required.

A25 Skin irritation (KCP 7.1.4)

Comments of zZRMS: [The classification of the component containing co-formulants classified with haz-
ard statement H314 i H315 is determined in MSDS, therefore there is no need to
take into account the particular compounds, which are not at significant concentra-
tions. Ultimately, these particular compounds have no impact on final result.
Taking into account the classification of the co-formulants of the product LEPTO-
SAR 200 SL, the product should not be classified with regards to the skin corro-
sion/irritation.

A skin irritation potential of LEPTOSAR 200 SL can be estimated according to principles of Regulation
1272/2008 by using additivity approach.

Two components of LEPTOSAR 200 SL are classified with hazard statement H314. However, their
summed up concentration in the product is far below 5%. Therefore the product will not be classified
as a Skin Corr. Cat. 1.

One component of LEPTOSAR 200 SL is classified with hazard statement H315. Its concentrations in the
product alone is far below 10%. In addition the sum of concentrations of the components with H314
statement multiplied by ten and concentration of one component with H315 statement is far below the
concentration limit of 10% (as stated in Table 3.2.3 of Regulation 1272/2008).

Assuming all above. The product will not be classified with H314 or H315 statement.
No skin corrosion/irritation study is necessary.

A26 Eye irritation (KCP 7.1.5)

Comments of ZRMS: [The classification of the component containing 2 co-formulants classified with
hazard statement H318 is determined in MSDS, therefore there is no need to take
into account the particular compounds, which are not at significant concentrations.
Ultimately, these particular compounds have no impact on final result.
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Taking into account the classification and concentrations of the co-formulants of]
the product LEPTOSAR 200 SL (one compound classified with hazard statement
H319 at the concentration above the limit of 10%), the product should be classi-
fied as eye irritant with the H319 statement.

An eye irritation potential of LEPTOSAR 200 SL can be estimated according to principles of Regulation
1272/2008 by using additivity approach.

Two components of LEPTOSAR 200 SL are classified with hazard statement H318. Nevertheless as their
summed up concentration in the product is far below 3%. Therefore the product will not be classified
as Eye Dam. Cat. 1.

One component of LEPTOSAR 200 SL is classified with hazard statement H319. Its concentrations in the
product equals 20.26%. Since it is above the limit concentration of 10% (as stated in Table 3.2.3 of Regu-
lation 1272/2008) the products should be classified as irritative to eyes with the H325 H319 statement.

No skin eye eorresiorfirritation study is necessary.

A27 Skin sensitisation (KCP 7.1.6)

Comments of ZRMS: [The classification of the component containing 2 co-formulants classified as the|
skin sensitizer is determined in MSDS, therefore there is no need to take into ac-
count the particular compounds, which are not at significant concentrations. Ulti-
mately, these particular compounds have no impact on final result.

Taking into account the classification and concentrations of the co-formulants off
the product LEPTOSAR 200 SL (one compound classified with hazard statement
H317 at the concentration above the limit of 1%), the product should be classified
as skin sensitizer with the H317 statement.

A skin or respiratory sensitising potential of LEPTOSAR 200 SL can be estimated according to principles
of Regulation 1272/2008 which indicate that if at least one ingredient has been classified as a respiratory
or skin sensitiser and is present at or above the appropriate generic concentration limit,z Fthe mixture
shall be classified as a respiratory or skin sensitiser.

Regarding the skin sensitization there are three components classified as the skin sensitizers. In case of
two of them their concentrations in the product (0.00000005 and 0.000000015%) are below their specific
concentration limit of 0.0015%. The concentration of the third ingredient with H317 Cat. 1B classifica-
tion (72.18%) is above the general CLP concentration limit of 1%. Taking the last into account LEPTO-
SAR 200 SL should be classified as the skin sensitizer with H317 Cat. 1 B statement.

No further testing is necessary.

A28 Supplementary studies for combinations of plant protection products
(KCP 7.1.7)

Not relevant.

A29 Data on co-formulants (KCP 7.4)
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A29.1 Material safety data sheet for each co-formulant

Information regarding material safety data sheets of the co-formulants can be found in the confidential
dossier of this submission (Registration Report — Part C).

A29.2 Available toxicological data for each co-formulant

Available toxicological data for each co-formulant can be found in the confidential dossier of this submis-
sion (Registration Report — Part C).

A 210 Studies on dermal absorption (KCP 7.3)

No study on dermal absorption has been submitted.

A211 Other/Special Studies

None.
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Appendix 3  Exposure calculations

A31

A31l1

Table A1:

Operator exposure calculations (KCP 7.2.1.1)

Calculations for acetamiprid

lator — use in oilseed rape, mustard, turnip rape

Input parameters considered for the estimation of operator exposure — EFSA Calcu-

Substance name
Product name

Reference value acutely toxic active substance [RVAAS)

Crop type

Substance properties

Formulation type

Miniumum volume water for application (liquids)
Maximum application rate of active substance
50% Dissipation Time DT50

Initial Dizlodgeable Foliar Residue

Dermal absorption of product

Dermal absorption of in-use dilution

Oral sbsorption of active substance

Inhalation absorption of active substance

Vapour pressure of active substance

Scenario

Indoor or Outdoor application
Application method

Application equipment

Buffer strip

Number of applications

Interval between multiple applications
Season [upward spraying orchards only)

Reference value non acutely toxic active substance [RWNAS]

Acetamiprid
[LePTosar zoosL |

[ 0,025]

| Dilseedsl

Soluble concentrates, emulsifiable concentrate, etc.
200

0,06

30

3

10,00%

50,00%

100, 00%

100,00%

low volatile substances having a vapour pressure of
<5*10-3Fa

Outdoor

Downward spraying
Wehicle-mounted
2-3

1

365

not relevant

mg/kg bw/day
mg/kg bw/day

L/ha

kga.s. /ha

days

pg/cm2 of foliage/kg a.s. applied/ha

days
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Table A 2:

Estimation of long-term operator exposure towards active substance accord-
ing to EFSA guidance — EFSA Calculator — use in oilseed rape, mustard, tur-
nip rape potential exposure and workwear considered
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L. Total
‘Wirthout IRIPE/PPE With RIPE/PPE
Lomger torm
Total systemi cxapasune Trom mibing. kading 2nd appliction ymg 2.5 5day) 1 3500EAT
o frien imnibdng.. baaading 2nd app
L g 2 0L O3 TSEDS [allerc ok D]
o FVHAS % 22 E1%
Table A 14: Input parameters considered for the estimation of operator exposure — EFSA
Calculator — use in cereals (wheat, rye, triticale)
Substance name acetamiprid
Product name [LErTOSAR 200 5L |
Reference walue non acutely toxic active substance [RVNAS) 0,025 | mg/ke bw/day
Reference value acutely toxic active substance (RVAAS) mg/ke bw/day
Crop type | Cerealsl
Substance properties
Formulation type oluble concentrates, emulsifisble concentrate, etc.
Miniumum velume water for application (liquids) 200|L/ha
Maximum application rate of active substance 0,04|kgas. fha
508 Dissipation Time DTS0 30| days
Initial Dislodgeable Foliar Residue 3|pgfcm2 of foliage/kg a.s. applied/ha
Dermal absorption of proeduct 10,005
Dermal absorption of in-use dilution 50,005
Oral absorption of active substance 100, 0056

Inhalation absorption of active substance 100,

. low volatile substances having a vapour pressure
Vapour pressure of active substance = s P

of <5*10-3Fa
Scenario
Indoor or Cutdoor application Outdoor
Application method Downward spraying
Application equipment Vehicle-mounted
Buffer strip 2-3|m
Number of applications 1
Interval between multiple applications 365 |days

Season (upward spraying orchards only) not relevant
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Table A 15: Estimation of long-term operator exposure towards active substance accord-
ing to EFSA guidance — EFSA Calculator — use in cereals (wheat, rye, tritica-
le) potential exposure and workwear considered

1. Total
Without RPE/PPE With RPE/PPE
Longer term
Total sys.Temic exposure from mixing, loading and application (mg 1,6603701 1,0034401
a.s./day)
Tot_al systemic exposur.e from mixing, loading and application per kg body 0,0276730 0,0167240
weight (mg/kg bw/day)
% of RVNAS 110,69% 66,90%
Table A 16: Input parameters considered for the estimation of operator exposure — EFSA

Calculator — use in maize, sorghum, millet

Substance name
Product name

Crop type

Substance properties
Formulation type

Vapour pressure of active substance

Scenario

Indoor or Jutdoor application
Application method
Application equipment

Season [upward spraying orchards only)

Reference value non acutely toxic active substance [RWNAS)

scetamiprid
[LepTosar 20051 |

0,025

Reference value acutely toxic active substance [RVAAS)

Dermal absorption of product 10,00%
Dermal absorption of in-use dilution 50,00%
Orzl absorption of active substance 100,00%
Inhalation absorption of active substance 100,005%

| Cerealsl

oluble concentrates, emulsifiable concentrate, etc.

low volatile substances having a vapour pressure
of <5*10-3Pa

Outdoor

Downward spraying

‘Vehicle-mounted

not relevant

mg/kg bw/day
mg/kg bw/day

Miniumum volume water for application (liguids) 300|L/ha

Maximum application rate of active substance 0,06 |kga.s. fha

50% Dissipation Time DT50 20 |days

Initial Disledgeable Foliar Residue 3| pgfcm?2 of foliage/kg a.s. applied/ha

Buffer strip 2-3|m
Number of applications 1
Interval between multiple spplications 365 |days
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Table A 17: Estimation of long-term operator exposure towards active substance accord-
ing to EFSA guidance — EFSA Calculator — use in maize, sorghum, millet po-
tential exposure and workwear considered

1. Total
Without RPE/PPE With RPE/PPE
Longer term
Total sys.Temic exposure from mixing, loading and application (mg 22780475 e
a.s./day)
Tm_al systemic exposur.e from mixing, loading and application per kg body 0,0379825 0,0232014
weight (mg/kg bw/day)
% of RVNAS 151,93% 92,81%
Table A 18: Input parameters considered for the estimation of operator exposure — EFSA

Calculator — use in soybean and pumpkin

Substance name

Product name

Reference value non acutely toxic active
substance (RVNAS)

Reference value acutely toxic active substance
(RVAAS)

Crop type

Substance properties

Formulation type

inimum volume water for application (liquids)
Maximum application rate of active substance
50% Dissipation Time DT50

Initial Dislodgeable Foliar Residue
Dermal absorption of product
Dermal absorption of in-use dilution
Oral absorption of active substance

Inhalation absorption of active substance

Vapour pressure of active substance

Scenario

Indoor or Outdoor application
Application method
Application equipment

Buffer strip

Number of applications

Interval between multiple applications

acetamiprid

LEPTOSAR 200 SL

0,025

Legume vegetables/ Brassica vegetables

Soluble concentrates, emulsifiable
concentrate, etc.

200

0,06

30

3

10,00%

50,00%

100,00%

100,00%

low volatile substances having a vapour
pressure of <5*10-3Pa

Outdoor

Downward spraying

Vehicle-mounted

2-3

1

365

mg/kg bw/day

mg/kg bw/day

L/h

a

kg a.s. /ha

da

ys

ug/cm?2 of foliage/kg a.s. applied/ha

da
ys
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Season (upward spraying orchards only) not relevant
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Table A 19: Estimation of long-term operator exposure towards active substance accord-
ing to EFSA guidance — EFSA Calculator — use in soybean and pumpkin po-
tential exposure and workwear considered

L. Tl
WA e W e
FPT——
i = e i i = 2203945 R L i D
) 3 " = . ST 00379825 00232014
15 131,593 1281
Table A 20: Input parameters considered for the estimation of operator exposure — EFSA

Calculator — use in apple, pear, quince, medlar (Pome fruits), cherry, peach,
nectarine, apricot, plum (stone fruits) and hazelnut, walnut (tree nuts)

Substance name

Product name

Reference value non acutely toxic active substance (RVNAS)

Reference value acutely toxic active substance (RVAAS)

Crop type

Substance properties

Formulation type

inimum volume water for application (liquids)

Maximum application rate of active substance

50% Dissipation Time DT50

Initial Dislodgeable Foliar Residue
Dermal absorption of product
Dermal absorption of in-use dilution
Oral absorption of active substance

Inhalation absorption of active substance

Vapour pressure of active substance

Scenario

Indoor or Outdoor application
Application method
Application equipment

Buffer strip

Number of applications

Interval between multiple applications

Season (upward spraying orchards only)

acetamiprid

‘ LEPTOSAR 200 SL

0,025

Pome fruits/Stone fruits/Tree nuts

Soluble concentrates, emulsifiable
concentrate, etc.

200

0,025

30

3

10,00%

50,00%

100,00%

100,00%

low volatile substances having a
vapour pressure of <5*10-3Pa

Outdoor

Upward spraying

Vehicle-mounted

5

2

7

not relevant

mg/kg bw/day
mg/kg bw/day

L/ha
kg a.s. /ha
days

ug/cm?2 of foliage/kg a.s. applied/ha

days
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Table A 21: Estimation of long-term operator exposure towards active substance accord-

ing to EFSA guidance — EFSA Calculator — use in in apple, pear, quince, med-
lar (Pome fruits), cherry, peach, nectarine, apricot, plum (stone fruits) and
hazelnut, walnut (tree nuts) potential exposure and workwear considered

- edal
‘et g i L E
Tl 7 T
1 i i ! 4 i i 133143 0, 2aa
’ ’ R : 00324971 B04 21467
b 43,5
oA
135899410 23599373
O 2ielesy 303933491
- SOAEL ELAEL
Table A 22: Input parameters considered for the estimation of operator exposure — EFSA
Calculator — use in forest and ornamental nurseries plants, restockings, affor-
estations and forest trees’ seed plantations; Christmas trees plantations (Pome
fruits)
Substance name acetamiprid
Product name [LerToSAR 200 5L |
Reference value non acutely toxic active substance (RVNAS) | 0,025 | mg/ kg bw/day
Reference value acutely toxic active substance [RVAAS) | |m§."kg bw/day
Crop type | Pome fruitl
Substance properties
Formulation type oluble concentrates, emulsifiable concentrate, ete.
Miniumum volume water for application (liguids) 200|L/ha
Maximum application rate of active substance 0,05|kga.s. fha
50% Dissipation Time DT50 30|day=
Initial Dislodgeable Foliar Residue 3| pugfcm2 of foliage/kg a.s. applied/ha
Dermal absorption of product 10,00%
Dermal abzorption of in-use dilution 50,005%
Oral absorption of active substance 100,00%
Inhalation absorption of active substance 100,00%

. low volatile substances having a vapour pressure
Wapour pressure of active substance = P P

of <5*10-3Fa
Scenario
Indoor or Outdoor application Outdoor
Application method Upward spraying
Application equipment Vehicle-mounted
Buffer strip 5lm
Mumber of applications 1
Interval between multiple applications 365 |days

Season [upward spraying erchards only) not relevant
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Table A 23:

Estimation of long-term operator exposure towards active substance accord-

ing to EFSA guidance — EFSA Calculator — use in forest and ornamental
nurseries plants, restockings, afforestations and forest trees’ seed plantations;
Christmas trees plantations (Pome fruits)
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Table A 24: Input and output parameters considered for the estimation of operator expo-
sure — EFSA-Calewlater Dutch Model- use in green house (tomato, aubergine,
paprika)
OPERATOR EXPOEURE CUTCH GREENHOUSE MODEL
:'\m'. LEFTCeE: S G il e e ey gy e eosrlingy
R |samespri
P T i Wi e, I
] Bl L PR TN i e
] AR | sl o I Ly Egna o LAY O W] L Al
] | e o] i okt iy Do i et
:mnm il FPE
N | Saaropin Rapa i ik i [ EY R EY ] Foor i g et raci” | Dusc i
o rmackali
] oo Expoiuns | il FPR ) el g L iy Bk
:mnmlmﬂt, wilh FFE
(35 - N i et P T

L iy o 1 L P
mack e PR maeh raoin =

¥ i s

irirosiaies Expasira | il FPES [T P L i PP = PP e = IR
T [0 o =Y i FEE
T | Taamog R e i e i [ S ET R ] o ol iy Maeh raci” e b
] [~
] Doyl ot pars ix g Ly e dR sk
i vt e ira i PP wilh FFE
T FRE-h i i Ve, + caoraralt 10 | Cuach
J il
] Dot Expoaisra (wilh FPE) 1% g L iy L PR = 1 PPy = D
Tib TRt i
i W irdankaiee A capliosn [L1] .
i Dol | Dl Aba carpilea 1] .
: Fu. - 5 P L o i T e B
I Witheas PPE with FPE
T ik R i [ -E TR s ]
] TR, e fere iy = I et O
I [vm— Gty [ Doy = O (Dot )
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A3.2 Worker exposure calculations (KCP 7.2.3.1)
A321 Calculations for acetamiprid
Table A 3: Input parameters considered for the estimation of worker exposure — EFSA

calculator — use in oilseed rape, mustard, turnip rape
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Crop type Oilseeds
Indoor or outdoor Outdoor

Application method

Application equipment

Worker's task

Main body parts in contact with foliage
Application rate of active substance
Number of applications

Interval between multiple applications
Half-life of active substance

Multiple application factor

Dermal absorption of the product
Dermal absorption of the in-use dilution

Dislodgeable foliar residue (i_AppRate*i_DFR)

Working hours

Dermal transfer coefficient - Total potential exposure
Dermal transfer coefficient - arms, body and legs covered

Dermal transfer coefficient - hands, arms, body and legs covered

Inhalation transfer coefficient for automated applications
Inhalation transfer coefficient for cutting ornamentals

Inhalation transfer coefficient for sorting / bundling ornamentals

Downward spraying
Vehicle-mounted
Inspection, irrigation
Hand and body
0,06 kg a.s./ha
1
265 days
20 days
1,0
10,00%
50,00%
0,18 pg a.s./cm®
2 hr
12500 cmzjfhr
1400 em?/hr

no TC available for this assessment ¢m?fhr
NA ha/hr*10%{-3)
NA ha/hr*10%{-3)
NA ha/hr*10%{-3)

i_AppRate
i_AppNo
i_Appint
d_HaiflifeAS
d_MAF
i_AbsorpProduct
i_Absorpinuse
d_DFR
d_WorkHr
d_DermTcUCV
d_DermTcCV1
d_DermTeCV2
d_InhalTcAut
d_InhaiTcCut
d_InhalTcSort

Table A 26: Estimation of long-term worker exposure towards active substance according
to EFSA guidance — use in oilseed rape, mustard, turnip rape
1. Total
; Work wear - arms, body and legs ;

| Potential exposure Working wear and gloves Comments
i covered
i | Total systemic exposure (mg a.s./day) 2,2500000 0,2520000 no TC available for this assessment

Total systemic exposure per kg body weight DTEFETT DT EETTD
t|{mg/kg bw/day) ! !
b % of RVNAS 150,00% 16,80%
|
| |2. Details

R E I Formula Comments

[mg a.s. /day]

[mg a.s./kg bw/day]

Dermal - Potential

2,2500000

0,0375000

d_DermTcUCV*d_WorkHr¥i_DFR*_MAF/1
000%_Absorpinuse

Dermal - Work wear - arms, body and legs
b covered

0,2520000

0,0042000

d_DermTeCV1*d_WorkHr*d_DFR*d_MAF/
1000%_Absorpinuse

Dermal - Working wear and gloves

no TC available for
this assessment

d_DermTeCV2*d_WorkHr*d_DFR*d_MAF/
1000%_Absorpinuse

Inhalation

Na for outdoor activities

Table A 27:

calculator — use in cereals (wheat, rye, triticale)

Input parameters considered for the estimation of worker exposure — EFSA
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Crop type Cereals
Indoor or outdoor Outdoor

Application method

Application equipment

Worker's task

Main body parts in contact with foliage
Application rate of active substance
Number of applications

Interval between multiple applications

. |Half-life of active substance

! [Multiple application factor

i |Dermal absorption of the product

| |Dermal absorption of the in-use dilution

Working hours

Dislodgeable foliar residue (i_AppRate®i_DFR)

Dermal transfer coefficient - Total potential exposure

Dermal transfer coefficient - arms, body and legs covered
Dermal transfer coefficient - hands, arms, body and legs covered
Inhalation transfer coefficient for automated applications
Inhalation transfer coefficient for cutting ornamentals

Inhalation transfer coefficient for sorting / bundling ornamentals

Downward spraying
Vehicle-mounted
Inspection, irrigation
Hand and body
0,04 kg a.s./ha
1
265 days
20 days
1,0
10,00%
50,00%
0,12 pga.s./cm®
2 hr
12500 cmzjfhr
1400 em?/hr
no TC available for this assessment ¢m?fhr
NA ha/hr*104(-3)
NA ha/hr*104(-3)
NA ha/hr*104(-3)

i_AppRate
i_AppNo
i_Appint
d_HalflifeAS
d_MAF
i_AbsorpProduct
i_Absorpinuse
d_DFR
d_WorkHr
d_DermTcUCV
d_DermTcCV1
d_DermTcCV2
d_InhalTcAut
d_InhalTeCut
d_InhalTcSort

Table A 28:

Estimation of long-term worker exposure towards active substance according

to EFSA guidance — use in cereals (wheat, rye, triticale)

+|1. Total
; Work wear - arms, body and legs ;
| Potential exposure Working wear and gloves Comments
i covered
i | Total systemic exposure (mg a.s./day) 1,5000000 0,1680000 no TC available for this t
Total systemic exposure per kg body weight

b . e > E v E 0,0250000 0,0028000
' [{mg/kg bw/day)
+ | % of RVNAS 100,00% 11,20%
|
| |2, Details

Systemic exposure Formula Comments

[mg a.s. [day]

[mg a.s./kg bw/day]

Dermal - Potential

1,5000000

0,0250000

d_DermTcUCV*d_WorkHr*_DFR*_MAF/1
000%_

Absorpinuse

Dermal - Work wear - arms, body and legs
b covered

0,1680000

0,0023000

d_DermTeCV1*d_WorkHr*d_DFR*d_MAF/
1000%_Absorpinuse

Dermal - Working wear and gloves

no TC available for
this assessment

d_DermTeCV2*d_WorkHr*d_DFR*d_MAF/
1000%_Absorpinuse

Inhalation

Na for outdoor activities
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Table A 29: Input parameters considered for the estimation of worker exposure — EFSA
calculator — use in maize, sorghum, millet

Crop type Cereals

Indoor or outdoor Outdoor

Application method

Application equipment

Worker's task

Main body parts in contact with foliage
Application rate of active substance
Number of applications

Interval between multiple applications
Half-life of active substance

Multiple application factor

Dermal absorption of the product
Dermal absorption of the in-use dilution

Dislodgeable foliar residue (i_AppRate*i_DFR)

Working hours

Dermal transfer coefficient - Total potential exposure

Dermal transfer coefficient - arms, body and legs covered

Dermal transfer coefficient - hands, arms, body and legs covered

Inhalation transfer coefficient for automated applications

Inhalation transfer coefficient for cutting ornamentals

Inhalation transfer coefficient for sorting / bundling ornamentals

Downward spraying
Vehicle-mounted
Inspection, irrigation
Hand and body
0,06 kg a.s./ha
1
265 days
20 days
1,0
10,00%
50,00%
0,18 pg a.s./cm?
2 hr
12500 cmzjfhr
1400 em?/hr
no TC available for this assessment em?/hr
NA ha/hr*104(-3)
NA ha/hr*107(-3)
NA ha/hr*107{-3)

i_AppRate
i_AppiNo
i_Appint
d_HaiflifeAS
d_MAF
i_AbsorpProduct
i_Absorpinuse
d DFR
d_WorkHr
d_DermTcUCY
d_DermTcCV1
d_DermTcCV2
d_InhalTeAut
d_InhalTeCut
d_InhalTcSort

Table A 30:

to EFSA guidance — use in maize, sorghum, millet

1. Total

Estimation of long-term worker exposure towards active substance according

Work wear - arms, body and legs

Potential exposure Working wear and gloves Comments
covered
Total systemic exposure {mg a.s./day) 2,2500000 0,2520000 no TC available for this assessment
Total systemic exposure per kg body weight
b . > > E v E 0,0375000 0,0042000
(mg/kg bw/day)
% of RVNAS 150,00% 16,80%
2. Details
Systemic exposure Formula Comments

[mg a.s. /day]

[mg a.s./kg bw/day]

Dermal - Potential

2,2500000

d_DermTcUCV*d_WorkHr*i_DFR*_MAF/1

0,0375000 000%_Absorpinuse

Dermal - Work wear - arms, body and legs
covered

0,2520000

d_DermTeCVi *d_WorkHr*d_DFR¥d_MAF/

ICTEANN 1000%_Absorpinuse

Dermal - Working wear and gloves

no TC available for
this assessment

d_DermTcCV2*d_WorkHr*d_DFR*d_MAF/
1000%_Absorpinuse

Inhalation

Na for outdoor activities

Table A 31: Input parameters considered for the estimation of worker exposure — EFSA
calculator — use in soybean and pumpkin
Legume vegetables/ Brassica
SReliEs vegetables
Indoor or outdoor Outdoor

Application method

Application equipment

Worker’s task

Main body parts in contact with foliage
Application rate of active substance
Number of applications

Interval between multiple applications
Half-life of active substance

Multiple application factor

Downward spraying
Vehicle-mounted
Reaching, picking
Hand and body
0,06 kga.s./ha

1

365 days

30 days
1,0

i_AppRate
_AppNo
i_Appint
d_HalflifeAS
d_MAF
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Dermal absorption of the product

Dermal absorption of the in-use dilution

Dislodgeable foliar residue (i_AppRate*i_DFR)

Working hours

Dermal transfer coefficient — Total potential exposure
Dermal transfer coefficient —arms, body and legs covered

Dermal transfer coefficient — hands, arms, body and legs
covered

Inhalation transfer coefficient for automated applications
Inhalation transfer coefficient for cutting ornamentals

Inhalation transfer coefficient for sorting / bundling orna-
mentals

10,00%
50,00%
0,18 pga.s./cm?
8 hr
5800 cm?%/hr

2500 cm?%/hr
580 cm?/hr

NA
NA

ha/hr*10/(-3)
ha/hr*10/(-3)

NA  ha/hr*10A(-3)

i_AbsorpProduct
i_Absorplinuse
d_DFR
d_WorkHr
d_DermTcUCV
d_DermTcCV1

d_DermTcCV2
d_InhalTcAut
d_InhalTcCut

d_InhalTcSort

Table A 32:

to EFSA guidance — use in soybean and pumpkin

1. Total

Estimation of long-term worker exposure towards active substance according

. Work wear - arms, body and legs .
Potential exposure Working wear and gloves Comments
covered
Total systemic exposure (mg a.s./day) 4,1760000 1,8000000 0,4176000
Total systemic exposure per kg body weight
. 0,0696000 0,0300000 0,0069600
(mg/kg bw/day)
% of RVNAS 278,40% 120,00% 27,84%
2. Details
Systemic exposure
¥ P Formula Comments
[mg a.s. /day] [mg a.s./kg bw/day]
d_DermTcUCV*d_WorkHr*i_DFR*_MAF/1
Dermal - Potential 4,1760000 0,0696000 Lhead LWorkHr L DFR*LMAF.
000*_Absompinuse
Dermal - Work wear - arms, body and legs ermTeCV1 ™ kHr* *d_Ma
y g a4 0,03 d_DermTcCVi d_.WDn(hr d_DFR*d_MAF/
covered 1000%_Absompinuse
d_DermTcCV2*d_WorkHr*d_DFR*d_MAF,
Dermal - Working wear and gloves 0,4176000 0,0069600 —osm ol o . Lz
1000%_Absorpinuse
Inhalation MNa for outdoor activities

Table A 33: Input parameters considered for the estimation of worker exposure — EFSA
calculator — use in apple, pear, quince, medlar (Pome fruits), cherry, peach,
nectarine, apricot, plum (stone fruits) and hazelnut, walnut (tree nut)

Pome fruits/ Stone fruits/Tree

Crop type

nuts
Indoor or outdoor Outdoor

Application method

Application equipment

Worker’s task

Main body parts in contact

with foliage

Application rate of active substance

Number of applications

Interval between multiple applications
Half-life of active substance

Multiple application factor

Dermal absorption of the product

Dermal absorption of the in-use dilution
Dislodgeable foliar residue (i_AppRate*i_DFR)
Working hours

Dermal transfer coefficient — Total potential
exposure

Dermal transfer coefficient — arms, body and

Upward spraying
Vehicle-mounted

Searching, reaching, picking

Hand and body

0,025 kga.s./ha i_AppRate
2 i_AppNo
7 days i_Appint
30 days d_HalflifeAS
1,9 d_MAF
10,00% i_AbsorpProduct
50,00% i_Absorplnuse
0,075 pga.s./cm? d_DFR
8 hr d_WorkHr
22500 cm?/hr
d_DermTcUCV
4500 cm?/hr d_DermTcCV1
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legs covered

Dermal transfer coefficient — hands, arms,
body and legs covered

Inhalation transfer coefficient for automated
applications

Inhalation transfer coefficient for cutting
ornamentals

Inhalation transfer coefficient for sorting /
bundling ornamentals

2250 cm?/hr

NA ha/hr*104(-3)

NA ha/hr*104(-3)

NA ha/hr*10/(-3)

d_DermTcCV2

d_InhalTcAut

d_InhalTcCut

d_InhalTcSort

Table A 34: Estimation of long-term worker exposure towards active substance according
to EFSA guidance — use in apple, pear, quince, medlar (Pome fruits), cherry,
peach, nectarine, apricot, plum (stone fruits) and hazelnut, walnut (tree nut)

1. Total

; Work wear - arms, body and legs ;
Potential exposure Working wear and gloves Comments
covered

Total systemic exposure (mg a.s./day) 12,4920033 2,4984007 1,2492003

Total systemic exposure per kg body weight DETTETT DTEEETT DTETIETT

(mg/kg bw/day) ’ d 4

% of RVNAS 832,80% 166,56% 83,28%

Table A 4: Input parameters considered for the estimation of worker exposure — EFSA
calculator — use in forest and ornamental nurseries plants, restockings, affor-
estations and forest trees’ seed plantations; Christmas trees plantations (Pome
fruits)

Crop type Pome fruit

Indoor or outdoor Outdoor

Application method

Application equipment

Worker's task

Main body parts in contact with foliage

Application rate of active substance

Number of applications

Interval between multiple applications

Half-life of active substance

Multiple application factor

Dermal absorption of the product

Dermal absorption of the in-use dilution

Dislodgeable foliar residue (i_AppRate*i_DFR)

Working hours

Dermal transfer coefficient - Total potential exposure

Dermal transfer coefficient - arms, body and legs covered
Dermal transfer coefficient - hands, arms, body and legs covered
Inhalation transfer coefficient for automated applications
Inhalation transfer coefficient for cutting ornamentals
Inhalation transfer coefficient for sorting / bundling ornamentals

Upward spraying
Vehicle-mounted
Searching, reaching, picking
Hand and body

0,05 kga.s./ha i_AppRate
1 i_AppNo
365 days i_Appint
30 days d_HaifiifeAs
1,0 d_MAF
10,00% i_AbsorpProduct
50,00% i_Absorpinuse
0,15 pg a.s./cm” d_OFR
8 hr d_WorkHr
22500 em?/hr d_DermTeUCY
4500 em*fhr d_DermTeCVl
2250 ¢m?/hr d_DermTeCV2
NA ha/hre104(-3) d_inhaiTcAut
NA ha/hr*104(-3) d_InhalTeCut
NA ha/hr*104(-3) d_inhaiTcSort
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Table A 36: Estimation of long-term worker exposure towards active substance according

to EFSA guidance — use in Forest and ornamental nurseries plants, restock-

ings, afforestat)ions and forest trees’ seed plantations; Christmas trees planta-
tions (Pome fruits)

1. Total
) Work wear - arms, body and legs )
Potential exposure Working wear and gloves Comments
covered
Total systemic exposure (mg a.s./day) 13,5000000 2,7000000 1,3500000
Total systemic exposure per kg body weight
. 0,2250000 0,0450000 0,0225000
(mg/kg bw/day)
% of RVNAS 900,00% 180,00% 90,00%
Table A 37: Input parameters considered for the estimation of worker exposure — EFSA
calculator — use in green house (tomato, aubergine paprika)
Substance name gcetamiprid
Product name [LEPTOSAR 200 5L |
Reference value non acutely toxic active substance [RVNAS) 0,025 | mg/kg bw/day
Reference value acutely toxic active substance [RVAAS) mg kg bw day
Crop type | Fruitingvegetables|
Substance properties
Formulation type oluble concentrates, emulsifiable concentrate, etc.
Miniumum volume water for application (liquids) 300|L/ha
Maximum application rate of active substance 0,06|kga.5 /ha
50% Dissipation Time DT50 30| days
Initial Dislodgeable Foliar Residue 2 |pgfcm2 of folizge/kg 2.5. applied/ha
Dermal absorption of product 10,005
Dermal absorption of in-use dilution 50,005
Oral absorption of active substance 100, 0%
Inhalation absorption of active substance 100,005
Vapour pressure of active substance lows wolatile substances having 3 vapour pressure
of <5*10-3Pa
Scenario
Indoor or Outdoor application Indoor
Application method Spray application
Application equipment Manual
Buffer strip 2-3|m
MNumber of applications 1
Interval between multiple applications 365 |days
Seaszon [upward spraying orchards only) not relevant
Table A 38: Estimation of long-term worker exposure towards active substance according

to EFSA guidance — use in green house (tomato, aubergine paprika)
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Crop type
Indoor or outdoor

Application method

Application eguipment

Waorker's task

Main body parts in contact with foliage

Fruiting vegetables
Indoor

Spray application
Manual

Reaching, picking
Hand and body

Application rate of active substance 0,06 kg a.s./ha i_AppRate
Mumber of applications 1 i_AppNo
Interval between multiple applications 365 days i_Appint
Half-life of active substance 20 days d_HaifiifeAS
Multiple application factor 1,0 d_MAF
Dermal absorption of the product 10,00% i_AbsorpProduct
Dermal absorption of the in-use dilution 50,00% i_Absorpinuse
Dislodgeable foliar residue (i_AppRate®i_DFR) 0,18 pga.s.fcm’ d DFR
Waorking hours 8 hr d_WorkHr
Dermal transfer coefficient - Total potential exposure 5800 cm?/hr d_DermTel/CV
Dermal transfer coefficient - arms, body and legs covered 2500 cm?/hr d_DermTeCV1
Dermal transfer coefficient - hands, arms, body and legs covered 580 ¢m*/hr d_DermTeCv2
Inhalation transfer coefficient for automated applications NA ha/hr*10%-3) d_inhalTcAut
Inhalation transfer coefficient for cutting ornamentals NA ha/hr*104{-3) d_inhalTeCut
Inhalation transfer coefficient for sorting / bundling ornamentals NA ha/hr*100{-3) d_inhalTeSort
1. Total
. Work wear - arms, body and legs .
Potential exposure Working wear and gloves Comments
covered
Total systemic exposure (mg a.s./day) 4,1760000 1,8000000 0,4176000
Total systemic exposure per kg body weight|
0,0696000 0,0300000 0,0069600
(mg/kg bw/day)
% of RVNAS 278,40% 120,00% 27,34%
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Table A 39: Input parameters and estimation of long-term worker exposure — EUROPO-
EM |1 calculator — use in oilseed rape, mustard, turnip rape; potential expo-
sure

WORKER EXPOSURE EUROPOEM Il MODEL

forrn |LEPTOSAR 200 5L Fs-antryin the fisid

as.  |acetmigrid

Paramster Valus Linit Referancss, commsnts
Ra-antry activitiss In the Tisid
AR | Appdicadion rate 0,06 kg as summary of irended uses
WWhDrioar
Dhurasion
T 2 s oy desfaidt: & b { Eurapoen 1)
Inhatation Exposurs withaut FPE
ric el srvaslate -
Dwsirmial Expeosurs
DFR | Dislodgestie foliar residue % i mg asmkg asfe clesfrult | Eurapoen [}
TG Trorsks cosfiicet 1.25 ! o wesgestaier el ): 025;
arrarnerials: 05 small foit 03;
arge fruit 045 | Eurapaen )
Drermnal Exproesure 45 g as. day DE=-DFRxARxTCxT
Internal sxpoewrs
Owh | Desrnal Afmorpéion | 50 £
PPE-facior desrmnad 5 glcrvess”
AOEL | 1,5 g s dery brersend a1 T g Erar
Without FPE With FPE
Intarnal sxpoeurs g asday ] g as ! day]
Inflagion ric rmiaded ol
Drerrnal 2250 0,450 DrE{ird} = IDKE x (DM
Total ol 0450 ELm
W LOEL
Frifelardion ric e arvalate
Drerrnad 150 i WAOEL = 100 x DFEimt) £ ADEL
Total 150 ) UM
= It is assumed in the used TC values, that body exposure is already reduced by (protedtive)
clothing. The use of gloves will result in an extra reduction factor of 5.
Table A 40: Input parameters and estimation of long-term worker exposure — EUROPO-

EM 11 calculator — use in oilseed rapes, mustard, turnip rape; workwear (and

gloves) considered
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WORKER EXPOSURE

form |LEPTOSAR 200 5L

A= |acstamigrid

EUROPOEM Il MODEL

Ra-antry In the fisid

Paramstsr Vs Lt Fosfarancee, commsants
Rs-antry activitizs In the fisid
AR | Appdliceion rate 0,06 b A= surmmary of irterded e
Wpriar
Dhurasiion
T 2 s | ey desbalt: & b {Eurapoesm: 1)
Inhatation Exposurs withoul FPE
rics ke arwonlaise -
Dhssirmail EFZPDBIJI'B
DFR | Dislodgestie foliar residue 3 mg asmakgasta ezl | Eurapoem )
TC Trosks cooficierd a,14 i Frour wegesiatie {fedd]): 0.25;
arrarnerials: 05, small St 003;
arge fruit 045 (Eurapaemn 1)
Desrrnal Exprosuns 050 mg as) day DE=DFRxARxTCxT
Intsrnal sxpoeurs
O Dewmnal Absorpfion | 50 o
PPE-facior dewrmal 5 glcrvess®
AOEL | 1.5 mg as. day brsesd an 70 kg ke
Without PPE With FPE
Intsrnal sxposwns g s dary | g s day]
InfFelagon rict rmicacks arwanlastse
Chesrrnal 0252 0,050 CFE{imd) = IOFE = {DWAM100)
Total 0252 0,050 B
e WOEL
it afion rict rmicacks arvonlaste
Dresrrmiad 17 3 A0EL = 100 x DE{imd) [ ADEL
Total 17 3 sum

= It is assumed in the used TC values, that body exposure is already reduced by (protective)
clothing. The use of gloves will result in an extra reduction factor of 5.
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Table A 41: Input parameters and estimation of long-term worker exposure — EUROPO-
EM 11 calculator — use in cereals (wheat, rye, triticale); potential exposure
WORKER EXPOSURE EUROPOEM Il MODEL
frm |LEPTOSAR 200 51 Fis-antry In the fisid
as.  |acetanigrd
Paramstsr Valus Linit Fefarencas, commants
Re-antry activitize In the fieid
AR | Applicafion roe 0,04 ki a5 sunmary of intended wses
Vvorkar
Dhuradion
T 2 s | day debait 6 h {Eurapaemn )
Inhatztion Exposurs withaut PPE
ri e arvailabie -
Desirmia] EXpeoairs
DFR | Dislodogeatie fliar residue i} g s m2kg as b et {Eurapoem I
TC | Trarsker ooofficent 125 m haur wegeabie {fafd): 025;
orrarmentals: IL5; small fuit 03;
arge fut 045 (Euraposm 1)
Dermnal Exprsure 3 - myg as.) day DE-DFRx=ARxTCxT
Intsrnal sxpoELTs
DA | Derrnal Absorpion | 50 | £
PPE-facior dermnal 5 e
ADEL | 15 | mig as dary Erermesc] an 70 by e
without PPE With FRPE
Intarnal sxposuns g as/day] fmig s dery]
Infalagon ri e arvanlabier
Dresrrnial 1,500 0,300 DHE{ind) = IDEE = {DWAM10)
Total 1,500 0,300 BUM
% L0EL
Irfudardion ri e arvanlabier
Dherrnad 100 20 *ADEL = 100 x DE(irt) / ADEL
Total 100 2 sum
= It is assumed in the used TC values, that body exposure is already reduced by (protective)
clothing. The use of gloves will result in an extra reduction factor of 5.
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armemartals: (U5; small foit 03;
arge fruit 145 (Europoen I}

Table A 42: Input parameters and estimation of long-term worker exposure — EUROPO-
EM |1 calculator — use in cereals (wheat, rye, triticale); workwear (and gloves)
considered

WORKER EXPOSURE EUROPOEM Il MODEL
form |LEPTOSAR 200 5L Ra-antry in the Neld
A= [acetamiprid
Paramster Valus Uinit Feferances, commants
Ra-antry activitizs in tha fisld
AR Agplication rate kg 1 surnmary of irendad e
Winrkar
T sy e —
Inhatztion Exposurs withaut FPE

o maded availabie -
Dearmeal Expeosure
DFR | Disladgestie fofiar residue <] mgasm2kg asha bz { Enrapaen I}
TC  Trarsbhs cosficet 0,14 \ 2! hour wegestbler {Bedcf): 025,

Dresrrnadl Exprorsure [E~" mgas day DE=DFRxARxTCxT
Internal sxposurs
Dw. | Drerrnal Abmorpdion II' £
PPE-facior dermail 5 gloess®
ADEL II' mg & day ternd an 70 kg b
Without PRE With PRE
Internal sxposurs g as i cay | g as/ day]
Infiladon ric rmackd availatfe
Dresrrmiad 0,168 0034 DE(int) = DEE x {DAM00)
Total 0168 00 Bum
% ADEL
Irizdasdion rics rmackd avaslatye
Drerrnal 11 2 ADEL = 100 x DE{ing) / ADEL
Total 1 H sum

= It is assumed in the used TC wvalues, that body exposure is already reduced by (protective)
clothing. The use of gloves will result in an extra reduction factor of 5.
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Table A 43: Input parameters and estimation of long-term worker exposure — EUROPO-

EM 11 calculator — use in maize, sorghum, millet; potential exposure

WORKER EXPOSURE EURCPOEM Il MODEL

forrmn |LEPTOSAR 200 5L Fis-antry In the Tisid

as.  |acetamigrid

Paramster Valus Linit Refarances, comments
Ra-snbry sctivitiss in the tedd

AR | Application rase 006 kg astha surnmary of irferced wses
Whorker

Drurasiion

T 2 Fiours [ ey desfult: & b | Eurapoem 1)
Inhatation Exposuns witund PPE

rics ik areailatde -

Dermal Expoeuns
DFR | Disladgesstie foliar residue 3 mg asimg asfa el { Erapoen Il
TC | Transkr coofiicent 125 mi! b wegetaie {faid): 025
crmarnerials: 0U5; small fot 0.3;
arge fruit 045 {Eurapoem Il
I Dresrrnial Exprcesure 45 . g a5 oy DE=DFRxARxTCxT
Intsrnal sxposUns
D, | Derrnal Abeorpiion | 50 | t
PPE-factr dermnal 5 glervess*
ADEL | 1.5 | g a5 day v an T kg ke
without FRE with PPE
Intsrnal sxposurs g asSday] g as day]
Infuasion rcyrmaockd arvaslater
Dresrraad 2230 0,430 DE(ind) = DE x {DAM00)
Total 2250 0450 BLIMH
W ADEL
Infuastian rcyrmaockd anvaslaer
Dresrrmasl 150 1] YeMOEL = 100 x DiE(ind) / ADEL
Total 150 o sum

= It is assumed in the used TC values, that body exposure is already reduced by {protective)
clothing. The use of gloves will result in an extra redudtion factor of 5.

Table A 44: Input parameters and estimation of long-term worker exposure — EUROPO-
EM 11 calculator — use in maize, sorghum, millet; workwear (and gloves) con-
sidered
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WORKER EXPOSURE EUROPOEM Il MODEL
form |LEPTOSAR 200 SL Rz-antry In the feid
as.  [acebmiprd
Parzsmtsr valus Linit Refarencas, commants
Re-antry activitizs In the Nsid
AR | Applicasion rase 008 kg asbn sunmary of irerded e
WWorar
Drurasiion
T 2 s f cary clesfaglt: & b {Eurapesn 1)
Inhatation Exposuns withoul PPE
i il arvailakie -
Dzl ExpeosUns
DFR | Disladgeatie faiar resdue £ il mg asmakg asfa el { Eurapaen 1)
TC  |Trarsfes cooficet 0,14 m2 b wangestate (Bl 0225,
armesmertals: 05 small fuit 03;
arge fruit 045 {Eurapoen 1)
Drerrnial Expesure 0504 migas day DE=DFRxARxTCxT
Internal exposurs
D& | Dermal Arorpiion | 50 ]
PPE-facior dermal 3 gl
ADEL | 1,5 mig At dery Erermesd an 70 kg kv
without PPE With PPE
Internal sxpoeurns g as)day] g A dery]
fealagion o rmade availatie
Chermial 0252 050 ChE(ind) = DHE x (DA}
Total 0252 0,050 Bum
e MOEL
krfudagon i el anvanlatie
Drerrnal 17 3 %AOEL = 100 x DE]ir) / ADEL
Total 17 3 HUm

It is assumed in the used TC values, that body exposure is already reduced by (protective)
clothing. The use of gloves will result in an extra reduction factor of 5.
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Table A 45: Input parameters and estimation of long-term worker exposure — EUROPO-

EM 11 calculator — use in soybean and pumpkin; potential exposure

WORKER EXPOSURE EUROPOEM Il MODEL

frrn |LEPTOSAR 200 5L Ris-antry In tha fisid

as.  |acetamigrd

Paramter ialus Linit Rsfarancas, commants
Rz-antry activitiss in the fisld

AR Applicaion rae 0,08 kg 2= surmmary of irterded wses
VWioriar

Drurasion

T a s [ chery desfaglt- & b | Europsen 1)
Inhatztion EXpoeurs withaut PPE

rcs sl arvasilaer -

Desrmez] Exposurs
DFR | Dislodgesie fofiar residue 30 mg asmikg asfa debaii {Eurapaem I}
TG  Transks cosficent 058 2 P wesgetahle | Feld): 0225;
ormarmeritals: 05 small fuit 003
arge fruit 045 {Eurapoem )
Dermnal Exprrure 8352 . g A day DE=-DFR=ARxTCxT
Intsrnal sxpoEuTs
i |Desrmnal Abrscorpion | 50 | &)
PPE-facior dermnal 5 e
ADEL | 1.5 | g A day Erermend o 70 kg Er
without PPE with PPE
Intarnal sxposurns fmigasfday ] fmig s f cery]
Infedaian rr rmaoded availatie
Dresrrnad 4178 035 DHE{ird} = IDNE x (DA}
Total 4178 0835 BLITH
e ADEL
briredaion ma rmodel availabie
Dresrrnad 78 =il YOEL = 100 x DE{ind) / ADEL
Total ITE 3 um

= It is assumed in the used TC values, that body exposure is already reduced by (protective)
clothing. The use of gloves will result in an extra reduction factor of 5.
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Table A 46: Input parameters and estimation of long-term worker exposure — EUROPO-

EM 11 calculator — use in soybean and pumpkin; workwear and gloves

WORKER EXPOSURE EUROPOEM Il MODEL

frm |LEPTOSAR 200 5L Fs-antry in the fisid

a=s  |acetamiprid

Parameatsr Vialus Linit Refaranan, COmmsnts

Rs-antry activitiss In the fisid

AR | Agplicadion rae 0,08 kg s o sumnmary of infended ues
WWinrisr

Dhurasfion

T & Frors  cary heslaalt & b { Eurogeen I}

Inhatation Exposurs withaut PPE

ricy ks arwanlatyes -

Darmal Expocsuins
DFR | Disladgestie fliar residue <} myg asimaigas o chesfesult | Eurapen 11}
TC Trarsks oo 025 2 o wegestaab e | fedcl): 025;
orrernesials: 05 small St 003;
g fruit: 045 {Eurapaem I}
I Dherrnal Exprorsure: 35 . g s dery DE=DFRxARxTCxT
Intsrnal sxpoeurs
D& | Dermal Abmorpdian | =) | £
PPE-facior dermnal 5 o
AOEL | 15 | g A day Brermen] o 70 kg v
without PPE With PRE
Internal sEposUns fngas/day] g astday]
rfladon rcy rmached arvosloatale
Drexrrnal 1,500 0,360 DE{in) = DE = {DvA1100])
Total 1,500 0,350 BUm
e A0EL
Infeladon ricrmacked arvslatales
Dresrrmad 120 24 HAOEL = 100 = DE(in)  ADEL
Tota 130 24 UM

= It is assumed in the used TC values, that body exposure is already reduced by (protective)
clothing. The use of gloves will result in an extra reduction factor of 5.

Table A 47: Input parameters and estimation of long-term worker exposure — EUROPO-
EM 11 calculator — use in apple, pear, quince, medlar (Pome fruits), cherry,
peach, nectarine, apricot, plum (stone fruits) and hazelnut, walnut (tree nut);
potential exposure
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o rmode avaslabie

| Dermeat Exposura
DFR | Dislodgesste fofizar resicue

mgasimiigas e

|WORKER EXPOSURE EUROPOEM Il MODEL
& [LEPTOSAR 200 51 Rs-antry In the fieid
= acebarmigrid
Parameter Valus Linit Rafarancas, commants
Re-anbry activitiss in the fisid
:.ﬁ.R Aepilicaiion rate kg asta sunmary of irterded uses
| Wiorisr
| s
:T Frowrs { day dhesbanalt: & b { Euragoen 1)
::Innmﬂnn Exposura wihout PFRE
3

bt {Eurapoesn Il

-TC Trarsks coeficied 225 i hour wegetabie | fafd): 0.25;
aormarmantal=: 0.5 small fuit 003;
arge fruit: 045 | Burapoern 1)
Dermnal Expoemure 2585 mgas day DE=-DFR=ARxTC=T
i | |
Internal exposuns
PPE-facior dermal 5 glervess®
poeL sl b ok
without PPE With PPE
Internal exposurs g s day | g s ! dary]
Infedagion i s arveslate
Deesrrnal 12825 2585 DVEifird)y = DE x (D100}
Toital 12525 2585 sum
W ADEL
Infdarion rirmaded avaslatie
D 855 171 WAOEL = 100 = DiE{ird) / ADEL
Total 55 1 sum

= It is assumed in the used TC values, that body exposure is already reduced by |protective)
clothing. The use of gloves will result in an extra reduction factor of 5.
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Table A 48: Input parameters and estimation of long-term worker exposure — EUROPO-

WORKER EXPOSURE EURDPOEM Il MODEL

form |LEPTOSAR 200 5L Re-antry In the fiedd

A= |scetsmigrid

Parametar alus Unit Referancss, comments

Fiz-anbry activities in the fisid

AR | Application rate 00475 kg asba sumimary of indended woes

VVnriar

Dhurasion

T i} Fionurs [/ clary detaglt: B b { Euroooesm Il
. |Inhatation Expoeurs withoul PPE

i | Denme] Exposurs

* |OFR | Disdodgestie Sofiar residue < i g asfm2hg asta el { Eurapaem 1)
TC Trarsks cosfice 0,45 i Four wagesiabfe (Fald): 025
orrarmertals: (LS small fuit 003
arge fruit 045 {Eurapaem I}
Drerrnal Exproesure 213 g A dary DE=DFRxARxTCxT

: Dw | Desrnal Afesorpiion | 50 | %%
' PPE-facir dermnal 3 glcves®
| I ADEL | 1.5 | g A day e an 70 kg ke
Without PPE With PRE
Intarnal sxpoewrs g asfday | g asf dary]
Infedagon riy rriacks arvcil e
Dhesrnal 2585 0,513 D¥E{imi) = D¥E x {0 1000)
Total 2585 0513 BT
W ADEL
et exin i rmiacks szl by
Crerrnal 17 3 WA0EL = 100 x DHE{ind) / AOEL
Total 17 ey sum

EM 11 calculator — use in apple, pear, quince, medlar (Pome fruits), cherry,
peach, nectarine, apricot, plum (stone fruits) and hazelnut, walnut (tree nut);
workwear and gloves

o miade availabie -

Intarnal sxposuns

= It is assumed in the used TC walues, that body exposure is already reduced by |(protective)
clothing. The use of gloves will result in an extra reduction factor of 5.
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Table A 49: Input parameters and estimation of long-term worker exposure — EUROPO-
EM 11 calculator — use in Forest and ornamental nurseries plants, restockings,
afforestations and forest trees’ seed plantations /Christmas trees plantation
(Pome fruits); potential exposure

WORKER EXPOSURE EUROPOEM Il MODEL

forrn |LEPTOSAR 200 5L Ra-antry in the Meid

A= |scotsmigrid

Paramster Vil Linit Raferances, commsnts

Ris-antry activitias in the fisid

AR Agpilicadion rase 0,05 kg as b summary of irterded woes

Winrksr

Dhurasion

T & hours  dary cesfalt: B b | Europoesn 1)
: Inhatation Exposurs wigund PPE

mcy rrcacke zrvasilatfe -

i | Dsnmal Exposurs
T |DFR | Dislodgestie S residues il mg asm2ig asfo chesfzpult { Eurapae )
TG | Trarefer coofiicent 225 i Frr wegestabde {fedd): 025
armamentals: 0.5 omall fuit 03,
arge fuit 0425 ([Europoen 1)

| I Desrrnal Exprsure r) g A ey DE=DFRxAR=TCxT

Intarnal sxposuns

: D& | Derrnal Absorpiion | 50 | i
PPE-facior dexmnadl 5 glcreess*
ADEL | 1,5 | g A ey ke an T kg b
Wwithout PPE With PRE
Internal sxpoewrns g as day g aus dery]
Irfulaion ma rmodel availabie
i Dresrrmiad 13,500 2700 DHE{fir) = IDE x { Dvas 100}
Total 13,500 2,700 LM
W ADEL
Fradatan ria rmaded availatie
Drerrnad 300 180 WA0EL = 100 x DE{ind) ! ADEL
Total 300 180 sum

= It is assumed in the used TC values, that body exposure is already reduced by (protective)

rlnthinn The ise nf alowves will result in an evtra reductinn fardnr nf /

Table A 50: Input parameters and estimation of long-term worker exposure — EUROPO-
EM 11 calculator — use in Forest and ornamental nurseries plants, restockings,
afforestations and forest trees’ seed plantations /Christmas trees plantation
(Pome fruits) workwear and gloves
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A = w L E
| WORKER EXPOSURE EUROPOEM Il MODEL
|k [LEFTOSAR 20050 Ra-antry In the Nieid
| A= |scebymigrd
Paramster Valus Linit Raferances, commants
Rs-antry activitizs in the Niskd
:.ﬁ.ﬂ: Apiicaiion rae g as fm summary of intended wmes
| Wk
| Darattion
Ir bonrs | chary defadt & h | Europoen 1)
.| nnatation Exposurs withaut PPE

o model arvailabie

| Darmai Exposurs

| DFR | Dislodgeatie fliar residue e 1} mg asmikgasfa sl { Evrapoen 1)
ITe Trarsbe cosfces 0,45 m2! hour wagestabdes | Bl 025
omamertals: 05 small fut 003
g fuit 045 (Eurapeaen I
Drerrnal Exposure 54 5 mgastday DE-DFRxARTC=T
Internal sxposuns
. |Da | Dermal Atmorgian %
i PPE-facior derrad 5 gl
i AOEL g s day b o 70 g v
i without FRE With FPE
i Internal sxposurs g asddary g s dlay]
i Ffealaian rirrmadd arvailatie
| Desrrnal 2,700 10,580 DE i} = ID¥E = {IDWAI0ND)
] Total 2700 0540 sum
] e WOEL
i izt iy sl arvailable
| Derrmad 180 3% SRADEL = 100 x DE(int) ! AOEL
Total 180 ® BUm

It is assumed in the used TC values, that body exposure is already reduced by (protective)
clothing. The use of glowes will result in an extra reduction factor of 5.
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Table A 51: Input parameters and estimation of long-term worker exposure — EUROPO-
EM 11 calculator — use in green house (Tomato, aubergine paprika) potential
exposure
WORKER EXPOSURE EURCPOEM Il & DUTCH MODEL
foymn |LEPTOSAR 200 SL Fomariry In greanfounet
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Faramadar Walus (1] [Foafim rar b, SOETETHRNAL
Fomariry sofiviec In gresnfhoucet
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OiTaeaiad 5 0 05 S| ik
U3 g fnuli 045
E oo ]
Dhaimraal Exps g - v - g s vy DE=DFR s ARxTCE T
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L&, il 2o o LU Ol O 100 ]
[l Dzl e oopod o | S0 | £
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FFE 2 ior daimal 5 fu LT
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il 2 o QLOES [ele ] Eifint] = IE x fbai00]
Do 4476 0235 DEfnt] = DE « MDuu00)
Tioiksl [ i 0535 ELITI
W ADEL
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Dl s =0 WfOEL = 100 x DEAnL]  ATEL]
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= Breathing spparatus for workers can onhy be usad in closad areas fior 3 relativehy
shaort pened of time.
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Table A 52: Input parameters and estimation of long-term worker exposure — EUROPO-
EM 11 calculator — use in green house (Tomato, aubergine paprika) workwear
and gloves

WORKER EXPOSURE EURCPOEM Il & DUTCH MODEL

fomn |LEFTOEAR 200 5L Fa-=niry In gresnhoucsc

s s =y fa s

Parameder Walus Lhnilt Foafm ranosE, CHTMEME

Faandny soffvibsc In gresnhoucst

AR Applicafion b L Y Siamimary Of | kil LS &
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Dot o

Tin (S ey 4 Facirs & chafaidic 3 Dubch rracaed

Teb | Sorfineg buanding 4 Feoirs o vy aafaulis 3 R Db il

| Tokal it on & oS ¢ oy St & R oo™ )

Inhaletion Exporurs without PPE

Task Specific Fachor
ATOgRhE il il fired el wal

o1 g 25 Kgha) DusRch e
gl o ey a s h) kgha) Db rraachcd
o024 g Gy E-ARxTcx TR
g Q04 Tl s E=ARsTabx TF
02 Ty s T
|Ce=renial EXpoours
DIFR | Dis et f0d | s cam =0 g & S kg as chafaa it (E Lo M|
iLH Trars e Coma® Ciaink 0z5 i Feoiar wiEgeialbd e Meldl 025
et 5 05 s
L |anga fnat 045
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Dl EXpod s | 8 o Tl S Oy CE-DFRAARATCE T
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[ i 20 Ao O o 100 £
Da Dl Al o on T
il 28 o 10 PR O B o
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|I| Tl s et e i T BiD e
Without FPE With FPE
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Toodal 1.528 0253 EUm
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Taodzl 122 E e

= Breathing apparatus for workers can onhy be wsed in closed areas for a relativehy
sheort penicd of time,
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A 3.3 Resident and bystander exposure calculations (KCP 7.2.2.1)

A 331 Calculations for acetamiprid

Table A 54: Input parameters considered for the estimation of longer term resident expo-

sure — EFSA calculator - use in oilseed rape, mustard, turnip rape
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Table A 555:

Estimation of longer term resident exposure towards acetamiprid according to
EFSA guidance — use in oilseed rape, mustard, turnip rape

1. Total

1.1 1-3 year old child

Spray drift (75th percentile)

Vapour (75th percentile)

Surface deposits (75th percentile)

Entry into treated
crops (75th percentile)

All pathways (mean)

Total systemic exposure (mg a.s./day] 0,0402870 0,0107000 0,0048552 0,0506250 0,0768107
Total systemic exposure per kg body

N . 0,0040287 0,0010700 0,0004855 0,0050625 0,0076811
weight (mg/kg bw/day)
% of RVNAS 16,11% 4,28% 1,94% 20,25% 30,72%
1.2 Adult

Entry into treated
Spray drift Vapour Surface deposits A All pathways (mean)
crops

Total systemic exposure (mg a.s./day) 0,0578400 0,01328000 0,0122640 0,1687500 0,1848071
Total systemic exposure per kg body

B 0,0009640 0,0002300 0,0002044 0,0028125 0,0030801
weight (mg/kg bw/day)
% of RVNAS 3,86% 0,92% 0,82% 11,25% 12,32%




A-200SL-OR3-C / LEPTOSAR 200 SL
Part B — Section 6 - Core Assessment

Applicant version

Page 72 /85
Template for chemical PPP
Version February 2021

Croptype

Application method
Application equipment
Formulation type

Application rate of the product
Buffer strip

Concentration of active substance (in-use dilution
for liguid applications)

Dermal absorption of product

Dermal absorption of in-use dilution

Oral absorption

Dislodgeable foliar residue (i_AppRate*i_DFR)

Vapour pressure of in-use dilution

Concentration in air

Bystander dermal spray drift exposure - adult
Bystander dermal spray drift exposure - child
Bystander inhal. spray drift exposure - adult
Bystander inhal. spray drift exposure - child
Exposure duration

Exposure duration entry into treated crops
Light clothing adjustment factor

Breathing rate adult

Breathing rate child (1-3 year old)

Drift percentage on surface (90th percentile)
Turf transferable residues percentage
Transfer coeff. of surface deposits-adult
Transfer coeff. of surface deposits-child (1-3 year
old)

Saliva extraction percentage

Surface area of hands mouthed

Frequency of hand to mouth activity
Ingestion rate for mouthing of grass per day
Dislodgeable residues percentage transferability
for object to mouth

Transfer coefficient for entry into treated crops - ad

Transfer coefficient for entry into treated crops - chi

Oilseeds

Downward spraying

Vehicle-mounted

soluble concentrates, emulsifiable concentrate, etc.

0.06 kg a.s./ha
2-3m

0.3 gas./l

10.00%

50.00%

100.00%
0.18 pg a.s.fom®

low volatile substances having
a vapour pressure of <5%10-3Pa

0.001 mg/m’
1.21 ml spray dilution/person
0.74 ml spray dilution/person
0.00050 ml spray dilution/person
0.00112 ml spray dilution/person
2 hours
0.25 hours
18.0%
0.23 m*fkg bw/day
1.07 m*fkg bw/day
8.50%
5.00%
14500 cm*/hour

5200 cm*/hour

50.00%
20 cm*?
20 events/hour
25 ¢m?

20.00%

7500 cm?/h
2250 cm’/h

i AppEquip

i_AppRate
i_Bujfer
d_ConcAS
i_AbsompProduct
i Absorplnuse

i_AbsorpOralinuse
d_DFR

i_Volat

d_AirCon

d_ByExpDur
d_ExpDurTreatCrop
d_ClothAF
d_BreathRAd
d_BreathRCh

d_Turf
d_ByTCAd
d_ByTCCh

d_SalExt
d_AreaHM
d_ByFreqHM
d_MouthGrass
d_DRP

d_TcEntryAd
d_TeEniryCh

1. Total

1.1 1-3 year old child

Spray drift Vapour Surface deposits Entry into treated crops
Total systemic exposure (mg a.s./day) 0.0913560 0.0107000 0.0145350 0.0506250
Total systemic exposure per kg body weight (mg/k;
o 2 B E U ght (m/ke 0.0091356 0.0010700 0.0014535 0.0050625
bw/day)
% of RVAAS 36.54% 4.28% 5.81% 20.25%
1.2 Adult
Spray drift Vapour Surface deposits Entry into treated crops
Total systemic exposure (mg a.s./day) 0.1489800 0.0138000 0.0369750 0.1687500
Total systemic exposure per kg body weight (mg/k
¥ p S U ent (me/ke 0.0024830 0.0002300 0.0006163 0.0028125
bw/day)
% of RVAAS 9.93% 0.92% 2.47% 11.25%
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Table A7:

Input parameters considered for the estimation of longer term resident expo-
sure — EFSA calculator - use in cereals (wheat, rye, triticale)
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Table A 5888:

1. Total

1.11-3 year old child

Estimation of longer term resident exposure towards acetamiprid according to
EFSA guidance - use in cereals (wheat, rye, triticale)

Spray drift (75th percentile)

Vapour (75th percentile)

Surface deposits (75th percentile)

Entry into treated
crops (75th percentile)

All pathways (mean)

Total systemic exposure

. 0,0268580 0,0107000 0,0032368 0,0337500 0,0547738
(mg a.s./day)
TOTar Sy SEMMIC ERPUSUre
per kg body weight 0,0026858 0,0010700 0,0003237 0,0033750 0,0054774
% of RVNAS 10,74% 4,28% 1,29% 13,50% 21,91%
1.2 Adult
Entry into treated

Spray drift Vapour Surface deposits i — All pathways (mean)
Total systemic exposure

0,0335600 0,0133000 0,0081760 0,1125000 0,1273048
{mg a.s./day)
TOTaT SySEMIC EXpOSTre
per kg body weight 0,0006427 0,0002300 0,0001363 0,0018750 0,0021301
% of RVNAS 2,57% 0,92% 0,55% 7,50% 8,52%
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Bystander exposure for Leptosar 200 SL

Croptype

Application method
Application equipment
Formulation type

Application rate of the product
Buffer strip

for liquid applications)

Dermal absorption of product

Dermal absorption of in-use dilution

Oral absorption

Dislodgeable foliar residue (i_AppRate*i_DFR)

Vapour pressure of in-use dilution

Concentration in air

Bystander dermal spray drift exposure - adult
Bystander dermal spray drift exposure - child
Bystander inhal. spray drift exposure - adult
Bystander inhal. spray drift exposure - child
Exposure duration

Exposure duration entry into treated crops
Light clothing adjustment factor

Breathing rate adult

Breathing rate child {1-3 year old)

Drift percentage on surface (90th percentile)
Turf transferable residues percentage
Transfer coeff. of surface deposits-adult
Transfer coeff. of surface deposits-child (1-3 year
old)

Saliva extraction percentage

Surface area of hands mouthed

Frequency of hand to mouth activity
Ingestion rate for mouthing of grass per day
Dislodgeable residues percentage transferability
for object to mouth

Concentration of active substance (in-use dilution

Transfer coefficient for entry into treated crops - ad

Transfer coefficient for entry into treated crops - chi

Cereals
Downward spraying

Vehicle-mounted

soluble concentrates, emulsifiable concentrate, etc.

0.04 kg a.s./ha
2-3m

0.2 gas.fl

10.00%
50.00%
100.00%
0.12 |.|,ga.s.,"c:m2
low volatile substances having
a vapour pressure of <5*10-3Pa

0.001 mg/m*

1.21 ml spray dilution/person
0.74 ml spray dilution/person

0.00050 ml spray di

tion/person

0.00112 ml spray dilution/person

2 hours
0.25 hours
18.0%
0.23 m’/kg bw/day
1.07 m*/kg bw/day
8.50%
5.00%

14500 cm*/hour
5200 cm?/hour

50.00%
20 cm?
20 events/hour
25 em?®

20.00%

7500 cm?/h
2250 cm?/h

i_AppEquip

i_AppRate
i_Buffer

d_ConcAS

i_AbsorpProduct
i_Absarpinuse
i_AbsorpCralinuse
d_DFR

i_Volat

d_AirCon

d_ByExpDur
d_ExpDurTreaiCrop
d_clothAF
d_BreathRAd
d_BreathRCh

d_Turf
d_ByTCAd
d_ByTCCh

d_SalExt
d_AreaHh
d_ByFregHM
d_MouthGrass
d_DRP

d_TeEntryAd
d_TeEntryCh

1.1 1-3 year old child

Spray drift Vapour Surface deposits Entry into treated crops
Total systemic exposure (mg a.s./day) 0.0609040 0.0107000 0.0096900 0.0337500
Total systemic exposure per kg body weight (mg/ke
v P perie v ght (me/ke 0.0060904 0.0010700 0.0009690 0.0033750
bw/day)
% of RVAAS 24.36% 4.28% 3.88% 13.50%
1.2 Adult
Spray drift Vapour Surface deposits Entry into treated crops
Total systemic exposure (mg a.s./day) 0.0993200 0.0138000 0.0246500 0.1125000
Total systemic exposure per kg body weight (mg/ki
G 2 FE U ent (me/ke 0.0016553 0.0002300 0.0004108 0.0018750
bw/day)
% of RVAAS 6.62% 0.92% 1.64% 7.50%
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Table A §288:

Input parameters considered for the estimation of longer term resident expo-
sure — EFSA calculator - use in maize, sorghum, millet

Crad

8 prrcar s or el
Tur! el s meudi s, paae

Tramscihin cxsall

facn chipediti-ch

Trarcilin ol ol s

i AR o EATLAT L

Surfae anee of bardh mouital
Frayusecy of baed b

e

moul sl

i for m hiry of g par

Dl s ettt perus oy o g iraae el

Tracuhian cooalficing for aeiiry inds insebad oy
Trerehar s fea ! e e iy e i el Lo
Traariar iy i s L
Traruhar s feaw ! e e iy e i el Lo

dl {1-3 e i) : s Ml

PN

§ et

dary

o Tebriiwad

(] - b

Errarth

Table A §8889:

1. Total

1.1 1-3 year old child

Estimation of longer term resident exposure towards acetamiprid according to
EFSA guidance — use in maize, sorghum, millet

Entry into treated

spray drift (75th percentile) crops (75th percentile]

Vapour (75th percentile) surface deposits (75th percentile) All pathways (mean)

Total systemic exposure

0,0268580 0,0107000 0,0048552 0,0506250 0,0694137
(mg a.s./day)
TOTEn SySENMCERDpUSUre
per kg body weight 0,0026858 0,0010700 0,0004855 0,0050625 0,0069414
PO IR U
% of RVNAS 10,74% 4,28% 1,94% 20,25% 27,77%
1.2 Adult

Entry into treated

Spray drift Vapour Surface deposits + o All pathways (mean)
Total systemic exposure

0,0335600 0,0132000 0,0122640 0,1687500 0,1756478
{mg a.s./day)
TOWET SYSIENMCEXPOSTUreE
per kg body weight 0,0006427 0,0002300 0,0002044 0,0028125 0,0029275

Mmoo

% of RVNAS 2,57% 0,92% 0,82% 11,25% 11,71%




A-200SL-OR3-C / LEPTOSAR 200 SL
Part B — Section 6 - Core Assessment

Applicant version

Page 76 /85
Template for chemical PPP
Version February 2021

Bystander exposure for Leptosar 200 SL

Croptype Cereals
Application method Downward spraying
Application equipment Vehicle-mounted i_AppEquip
Formulation type soluble concentrates, emulsifiable concentrate, etc.
Application rate of the product 0.06 kg a.s./ha i AppRate
Buffer strip 2-3m i_Buffer
Concentration of active substance (in-use dilution
- e 0.2 ga.s.fl d_ConcAS
for liguid applications)
Dermal absorption of product 10.00% i_AbsorpProduct
Dermal absorption of in-use dilution 50.00% _Absorpinuse
Oral absorption 100.00% _AbsorpOralinuse
Dislodgeable foliar residue (i_AppRate*i_DFR) 0.18 pg a.s.fem’® d_DFR
I latile subst: havi
Vapour pressure of in-use dilution owvolatie substances flaving i_Volat
a vapour pressure of <5¥10-3Pa
Concentration in air 0.001 mg‘,"rn3 d_AirCon
Bystander dermal spray drift exposure - adult 1.21 ml spray dilution/person
Bystander dermal spray drift exposure - child 0.74 ml spray dilution/person
Bystander inhal. spray drift exposure - adult 0.00050 ml spray dilution/person
Bystander inhal. spray drift exposure - child 0.00112 ml spray dilution/person
Exposure duration 2 hours d_ByExpDur
Exposure duration entry into treated crops 0.25 hours d_ExpDurTreatCrop
Light clothing adjustment factor 18.0% d_ClothAF
Breathing rate adult 0.23 m*fkg bw/day d_BreathRAd
Breathing rate child (1-3 year old) 1.07 m*fkg bw/day d_BreathRCh
Drift percentage on surface (90th percentile) 8.50%
Turf transferable residues percentage 5.00% d_Turf
Transfer coeff. of surface deposits-adult 14500 cm*/hour d_ByTCAd
Transfer coeff. of surface deposits-child {1-3 year
E (1-3y 5200 cm?/hour d_ByTCCh
old)
Saliva extraction percentage 50.00% d_SalExt
Surface area of hands mouthed 20 cm* d_AreaHM
Frequency of hand to mouth activity 20 events/hour d_ByFreqHM
Ingestion rate for mouthing of grass per day 25 ¢m? d_MouthGrass
Dislodgeable resid pert ige transferability
20.00% d_DRP
for object to mouth -
Transfer coefficient for entry into treated crops - ad 7500 cm?/h d_TeEntryAd
Transfer coefficient for entry into treated crops - chi 2250 cm?/h d_TeEntryCh
1.1 1-3 year old child
Spray drift Vapour Surface deposits Entry into treated crops
Total systemic exposure (mg a.s./day) 0.0609040 0.0107000 0.0145350 0.0506250
Total systemic exposure per kg body weight (mg/k
¥ P pere v eht (me/ke 0.0060904 0.0010700 0.0014535 0.0050625
bw/day)
% of RVAAS 24.36% 4.28% 5.81% 20.25%
1.2 Adult
Spray drift Vapour Surface deposits Entry into treated crops
Total systemic exposure (mg a.s./day) 0.0993200 0.0138000 0.0369750 0.1687500
Total systemic exposure per kg body weight (mg/k
i L Eelccbotseipels 0.0016553 0.0002300 0.0006163 0.0028125
bw/day)
% of RVAAS 6.62% 0.92% 2.47% 11.25%
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Table A 6.: Input parameters considered for the estimation of longer term resident expo-
sure — EFSA calculator - use in soybean and pumpkin
e Legume vegetables/ Brassica

Application method
Application equipment
Formulation type

Buffer strip

Application rate of the product

Concentration of active substance (in-use dilution for liquid
applications)

Dermal absorption of product
Dermal absorption of in-use dilution

Oral absorption

Dislodgeable foliar residue (i_AppRate*i_DFR)

Vapour pressure of in-use
dilution

Concentration in air

Resident dermal spray drift exposure 75th percentile - adult
Resident dermal spray drift exposure 75th percentile - child
Resident inhal. spray drift exposure 75th percentile - adult
Resident inhal. spray drift exposure 75th percentile - child
Resident dermal spray drift exposure mean - adult

Resident dermal spray drift exposure mean - child

Resident inhal. spray drift exposure mean - adult

Resident inhal. spray drift exposure mean - child
Exposure duration dermal

Exposure duration inhalation

Exposure duration entry into treated crops

Light clothing adjustment

factor

Breathing rate adult

Breathing rate child (1-3 year old)

Drift percentage on surface (75th percentile)

Drift percentage on surface (mean)

Turf transferable residues percentage

Transfer coeff. of surface deposits-adult

Transfer coeff. of surface deposits-child (1-3 year old)
Saliva extraction percentage

Surface area of hands mouthed

Frequency of hand to mouth activity

Ingestion rate for mouthing of grass per day
Dislodgeable residues percentage transferability for object to
mouth

Transfer coefficient for entry into treated crops (75th percen-
tile) - adult
Transfer coefficient for entry into treated crops (75th percen-
tile) - child
Transfer coefficient for entry into treated crops (mean) - adult

Transfer coefficient for entry into treated crops (mean) - child

vegetables
Downward spraying

Vehicle-mounted

Soluble concentrates, emulsifiable concentrate, etc.

2-3
0,06
0,3

10,00%
50,00%

100,00%

0,18
low volatile substances having a
vapour pressure of <5*10-3Pa

0,001

0,47
0,327
0,00010
0,00022
0,22318
0,18
0,00009

0,00017
2
24

0,25

18,0%

0,23
1,07
5,60%
4,10%
5,00%
7300
2600
50,00%
20

9,5

25

20,00%

7500

2250

5980
1794

i_AppEquip
i_FormVal

m i_Buffer

kg a.s./ha i_AppRate

ga.s./l d_ConcAS
i_AbsorpProduct
i_Absorpinuse
i_AbsorpOralinu
se

ug a.s./cm? d_DFR

Pa i_Volat

mg/m3 d_AirCon

ml spray dilu-

tion/person

ml spray dilu-

tion/person

ml spray dilu-

tion/person

ml spray dilu-

tion/person

ml spray dilu-

tion/person

ml spray dilu-

tion/person

ml spray dilu-

tion/person

ml spray dilu-

tion/person

hours d_ReExpDur

d_ReExpDurinha

hours |
hours d_ExpDurTreatCr
op
d_ClothAF
m3/day/kg d_BreathRAd
m3/day/kg d_BreathRCh
d_Turf
cm?/hour d_ReTCAd
cm?/hour d_ReTCCh
d_SalExt
cm? d_AreaHM
events/hour d_ReFreqHM
cm? d_MouthGrass
d_DRP
cm?/h d_TcEntryAd
cm?/h d_TcEntryCh
cm?/h d_TcEntryAd
cm?/h d_TcEntryCh
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Table A 6ji#11:

Estimation of longer term resident exposure towards acetamiprid according to

EFSA guidance — use in soybean and pumpkin

1. Total
1.1 1-2 year old child
Ty T Tre AT
Spray drift [75th percentile) Vapour [75th percentile] Surface deposits [75th percentile] crops [75th All pathways [mean)
Total systemic exposure [mga.s./day) 0,0402870 0,0107000 0,0048552 0,0506250 0,0768107
Total systemic exposure per kg body
. - A 0,0040287 0,0010700 0,0004855 0,0050625 0,0076811
weight [mg/kg bw/day)
% of RVNAS 16,11% 4,28% 1,94% 20,25% 30,72%
1.2 Adult
) ) Entry into treated
Spray drift Vapour Surface deposits crops All pathways [mean)
Total systemic exposure [mga.s./day) 0,0578400 0,0138000 0,0122640 0,1687500 0,1348071
Total systemic exposure per kg body
: . A 0,0009640 0,0002300 0,0002044 0,0028125 0,0030801
weight [mg/kg bw/day)
% of RVNAS 3,86% 0,92% 0,82% 11,25% 12,32%
Bystander exposure for Leptosar 200 SL
Croptype Brassica vegetables
Application method Downward spraying
Application equipment Vehicle-mounted i_AppEquip
Formulation type soluble concentrates, emulsifiable concentrate, etc.
Application rate of the product 0.06 kga.s./ha i_AppRate
Buffer strip 2-3m i_Buffer
Concentration of active substance (in-use dilution
o S 0.3 ga.sfl d_ConcA$
for liquid applications)
Dermal absorption of product 10.00% i_AbsorpProduct
Dermal absorption of in-use dilution 50.00% i_Absorpinuse
Oral absorption 100.00% i_AbsorpOralinuse
Dislodgeable foliar residue (i_AppRate®i_DFR) 0.18 pga.s.fem® d_DFR
low volatile subst: havi
Vapour pressure of in-use dilution wvolatiie subs an(es.l naving i_Volat
a vapour pressure of <5*10-3Pa
Concentration in air 0.001 mg/m® d_AirCon
Bystander dermal spray drift exposure - adult 1.21 ml spray dilution/person
Bystander dermal spray drift exposure - child 0.74 ml spray dilution/person
Bystander inhal. spray drift exposure - adult 0.00050 ml spray dilution/person
Bystander inhal. spray drift exposure - child 0.00112 ml spray dilution/person
Exposure duration 2 hours d_ByExpDur
Exposure duration entry into treated crops 0.25 hours d_ExpDurTreatCrop
Light clothing adjustment factor 18.0% d_ClothAF
Breathing rate adult 0.23 mijkg bw/day d_BreathRAd
Breathing rate child (1-3 year old) 1.07 mi,fkg bw/day d_BreathRCh
Drift percentage on surface (90th percentile) 8.50%
Turf transferable residues percentage 5.00% d_Turf
Transfer coeff. of surface deposits-adult 14500 cm*/hour d_ByTCAd
Transfer coeff. of surface deposits-child (1-3 year
P ey 5200 em*fhour d_ByTCCh
old)
Saliva extraction percentage 50.00% d_SalExt
Surface area of hands mouthed 20 em® d_AreaHiM
Freguency of hand to mouth activity 20 events/hour d_ByFregHM
Ingestion rate for mouthing of grass per day 25 em? d_MouthGrass
Dislodgeable residues percentage transferabili
.g B E v 20.00% d_DRP
for object to mouth
Transfer coefficient for entry into treated crops - ad 7500 cm*/h d_TeEntryAd
Transfer coefficient for entry into treated crops - chi 2250 cm*/h d_TcEntryCh
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1. Total

1.1 1-3 year old child

Spray drift Vapour Surface deposits Entry into treated crops
Total systemic exposure (mg a.s./day) 0.0913560 0.0107000 0.0145350 0.0506250
Total systemic exposure per kg body weight (mg/k;
v e S i (2 0.0091356 0.0010700 0.0014535 0.0050625
bw/day)
% of RVAAS 36.54% 4.28% 5.81% 20.25%
1.2 Adult
Spray drift Vapour Surface deposits Entry into treated crops
Total systemic exposure (mg a.s./day) 0.1489800 0.0138000 0.0369750 0.1687500
Total systemic exposure per kg body weight (mg/k;
u s s 3 U ght (me/kg 0.0024830 0.0002300 0.0006163 0.0028125
bw/day)
% of RVAAS 9.93% 0.92% 2.47% 11.25%

Table A 028

Input parameters considered for the estimation of longer term resident expo-
sure — EFSA calculator - use in apple, pear, quince, medlar (Pome fruits),
cherry, peach, nectarine, apricot, plum (stone fruits) and hazelnut, walnut
(tree nuts)

Pome fruits/Stone fruits/Tree

Croptype nuts

Application method Upward spraying

Application equipment Vehicle-mounted i_AppEquip
Formulation type Soluble concentrates, emulsifiable concentrate, etc. i_FormVal
Buffer strip 5 m i_Buffer
Application rate of the product 0,025 kga.s./ha i_AppRate
Conc.ent.ration of active substance (in-use dilution for liquid 0,125 gas./l ¢l Eeels
applications)
Dermal absorption of product 10,00% i_AbsorpProduct
Dermal absorption of in-use dilution 50,00% i_Absorpinuse
i A 1]
Oral absorption 100,00% Ig HEOTFEITHITE
Dislodgeable foliar residue (i_AppRate*i_DFR) 0,075 pga.s./cm? d_DFR
low volatile substances having
Vapour pressure of in-use dilution a vapour pressure of <5*10- Pa i_Volat
3Pa
Concentration in air 0,001 mg/m3 d_AirCon
| dilu-
Resident dermal spray drift exposure 75th percentile - adult 5,63 m el e
tion/person
Resident dermal spray drift exposure 75th percentile - child 1,689 n,]l o el
tion/person
Resident inhal. spray drift exposure 75th percentile - adult 0,00210 n.]l spray dilu-
tion/person
| dilu-
Resident inhal. spray drift exposure 75th percentile - child 0,00164 m spray dilu
tion/person
Resident dermal spray drift exposure mean - adult 3,68 n.]l spray dilu-
tion/person
Resident dermal spray drift exposure mean - child 1,11 n.1| SpLEY Gl
tion/person
| dilu-
Resident inhal. spray drift exposure mean - adult 0,00170 mi spray diiu

tion/person
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Resident inhal. spray drift exposure mean - child
Exposure duration dermal

Exposure duration inhalation

Exposure duration entry into treated crops
Light clothing adjustment factor

Breathing rate adult

Breathing rate child (1-3 year old)

Drift percentage on surface (75th percentile)
Drift percentage on surface (mean)

Turf transferable residues percentage

Transfer coeff. of surface deposits-adult

Transfer coeff. of surface deposits-child (1-3 year old)

Saliva extraction percentage
Surface area of hands mouthed
Frequency of hand to mouth activity

Ingestion rate for mouthing of grass per day

Dislodgeable residues percentage transferability for object to

mouth

Transfer coefficient for entry into treated crops (75th percentile)

- adult

Transfer coefficient for entry into treated crops (75th percentile)

- child

Transfer coefficient for entry into treated crops (mean) - adult

Transfer coefficient for entry into treated crops (mean) - child

0,00133
2

24
0,25
18,0%
0,23
1,07
15,79%
11,69%
5,00%
7300
2600
50,00%
20

9,5

25

20,00%

7500

2250
5980

1794

ml spray dilu-
tion/person

hours

hours

hours

m3/day/kg

m?/day/kg

cm?/hour

cm?/hour

cm?
events/hour

cm?

cm?/h
cm?/h
cm?/h

cm?/h

d_ReExpDur

d_ReExpDurinhal

d_ExpDurTreatCr
op
d_ClothAF

d_BreathRAd

d_BreathRCh

d_Turf
d_ReTCAd
d_ReTCCh
d_SalExt
d_AreaHM
d_RefreqHM

d_MouthGrass

d_DRP

d_TcEntryAd

d_TcEntryCh
d_TcEntryAd

d_TcEntryCh

Table A 8814

Estimation of longer term resident exposure towards acetamiprid according to

EFSA guidance - use in apple, pear, quince, medlar (Pome fruits), cherry,
peach, nectarine, apricot, plum (stone fruits) and hazelnut, walnut (tree nuts)

1. Total

1.1 1-3 year old child

Spray drift (75th percentile)

Vapour (75th percentile)

Surface deposits (75th percentile)

Entry into treated

crops (75th percentile)

All pathways (mean)

Total systemic exposure [mg

as fday] 0,0867667 0,0107000 0,0105565 0,0390375 0,1066951
{day)
OTET SYSTETTIC EXpUSTTE PET
kg body weight (mg/kg 0,0086767 0,0010700 0,0010556 0,0039038 0,0106695
% of RVNAS 34,71% 4,28% 4,22% 15,62% 42,68%
1.2 Adult
- . Entry into treated
Spray drift Vapour Surface deposits i o All pathways (mean)
a”:éd:‘:?tem R 0,2888000 0,0138000 0,0266651 01301250 03261068
.s./day)
UTaT SYSTETTIC EXPUSTTE PET
0,0048133 0,0002300 0,0004444 0,0021688 0,0054351

kg body weight (mg/kg

% of RVNAS 19,25%

0,92%

1.78%

8,68%

21,74%
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Bystander exposure for Leptosar 200 SL

Croptype
Application method

Application equipment

Application rate of the product

Buffer strip

Concentration of active substance (in-use dilution
for liquid applications)

Dermal absorption of product

Dermal absorption of in-use dilution

Oral absorption

Dislodgeable foliar residue (i_AppRate*i_DFR)

Vapour pressure of in-use dilution

Concentration in air

Bystander dermal spray drift exposure - adult
Bystander dermal spray drift exposure - child
Bystander inhal. spray drift exposure - adult
Bystander inhal. spray drift exposure - child
Exposure duration

Exposure duration entry into treated crops
Light clothing adjustment factor

Breathing rate adult

Breathing rate child (1-3 year old)

Drift percentage on surface (90th percentile)
Turf transferable residues percentage
Transfer coeff. of surface deposits-adult
Transfer coeff. of surface deposits-child (1-3 year
old)

Saliva extraction percentage

Surface area of hands mouthed

Frequency of hand to mouth activity
Ingestion rate for mouthing of grass per day
Dislodgeable residues percentage transferability
for object to mouth

Transfer coefficient for entry into treated crops - ad

Transfer coefficient for entry into treated crops - chi

Pome fruit

Upward spraying

Vehicle-mounted

Formulation type soluble concentrates, emulsifiable concentrate, etc.

0.025 kg a.s./ha
5m

0.125 ga.s.fl1

10.00%
50.00%
100.00%

0.075 pg a.s./em®

low volatile substances having
a vapour pressure of <5*10-3Pa

0.001 mg/m?®
12.9 ml spray dilution/person
3.87 ml spray dilution/person
0.00440 ml spray dilution/person
0.00348 ml spray dilution/person
2 hours
0.25 hours
18.0%
0.23 m?/kg bw/day
1.07 m?/kg bw/day
19.89%
5.00%
14500 cm*/hour

5200 cm*/hour

50.00%
20 cm?
20 events/hour
25 cm?

20.00%

7500 cm*/h
2250 cm?/h

_AppEquip

i_AppRate
i_Buffer
d_ConcAS
i_AbsorpProduct
i_Absorpinuse

i_AbsorpOralinuse
d_DFR

i Volat

d_AirCon

d_ByExpDur
d_ExpDurTreatCrop
d_ClothAF
d_BreathRAd
d_BreathRCh

d_Turf
d ByTcAd
d_ByTCCh

d_SalExt
d_AreaHM
d_ByFreqgHM
d_MouthGrass
d_DRP

d_TeEntryad
d_TeEntryCh

1. Total

1.1 1-3 year old child

Spray drift Vapour Surface deposits Entry into treated crops
Total systemic exposure (mg a.s./day) 0.1987729 0.0107000 0.0262270 0.0390375
Total systemic exposure per kg body weight (mg/kg
B 2 per kg body weight (mg/kg 0.0198773 0.0010700 0.0026227 0.0039038
bw/day)
% of RVAAS 79.51% 4.28% 10.49% 15.62%
1.2 Adult
Spray drift Vapour Surface deposits Entry into treated crops
Total systemic exposure (mg a.s./day) 0.6616750 0.0138000 0.0667177 0.1301250
Total systemic exposure per kg body weight (mg/k
¥ ® & g v ght (mefke 0.0110279 0.0002300 0.0011120 0.00216388
bw/day)
% of RVAAS 44.11% 0.92% 4.45% 8.68%
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Input parameters considered for the estimation of longer term resident expo-
sure — EFSA calculator - use in forest and ornamental nurseries plants, re-
stockings, afforestations and forest trees’ seed plantations; Christmas trees
plantations (Pome fruits)

Table A 16:
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Table A Bii517:

1. Total

1.1 1-3 year old child

Estimation of longer term resident exposure towards acetamiprid according to
EFSA guidance - use in Forest and ornamental nurseries plants, restockings,
afforestations and forest trees’ seed plantations; Christmas trees plantations

(Pome fruits)

Spray drift {75th percentile)

Vapour [75th percentile)

Surface depaosits [75th percentile)

Ty T TTEaTeT

crops [75th

All pathways [mean)

0,1735334 00107000 0,0114083 0,0421875 0,1668911
per kg body weight [mg/kg 0,0173533 0,0010700 0,0011408 0,0042138 0,0166891
% of RVNAS 69,41% 4,28% 4,56% 16,88% 66,76%
1.2 Adult

) . Entry into treated

Spray drift Vapour Surface deposits crops All pathways[mean])
Total systemic exposure
Imea =) 0,5776000 0,0133000 0,0233163 0,1406250 0,5243843
TOTET SYSTETTC EXpUsITE
per kg body weight [mg/kg 0,0096267 0,0002300 0,00043803 0,0023438 0,0087481
% of RVNAS 38,51% 0,92% 1,92% 9.38% 34,99%
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Bystander exposure for Leptosar 200 SL

Croptype
Application method

Application equipment
Formulation type

Application rate of the product
Buffer strip

Concentration of active substance (in-use dilution
for liquid applications)

Dermal absorption of product

Dermal absorption of in-use dilution

Oral absorption

Dislodgeable foliar residue (i_AppRate*i_DFR)

Vapour pressure of in-use dilution

Concentration in air

Bystander dermal spray drift exposure - adult
Bystander dermal spray drift exposure - child
Bystander inhal. spray drift exposure - adult
Bystander inhal. spray drift exposure - child
Exposure duration

Exposure duration entry into treated crops

Light clothing adjustment factor

Breathing rate adult

Breathing rate child (1-3 year old)

Drift percentage on surface (90th percentile)
Turf transferable residues percentage

Transfer coeff. of surface deposits-adult
Transfer coeff. of surface deposits-child (1-3 year
old)

Saliva extraction percentage

Surface area of hands mouthed

Frequency of hand to mouth activity

Ingestion rate for mouthing of grass per day
Dislodgeable residues percentage transferability
for object to mouth

Transfer coefficient for entry into treated crops - ad

Transfer coefficient for entry into treated crops - chi

Pome fruit

Upward spraying

Vehicle-mounted

soluble concentrates, emulsifiable concentrate, etc.

0.05 kg a.s./ha
5m

0.25 g a.s.fI

10.00%
50.00%

100.00%

0.15 pg a.s.fem”

low volatile substances having
a vapour pressure of <5*10-3Pa

0.001 mg/m’

12.9 ml spray dilution/person
3.87 ml spray dilution/person
0.00440 ml spray dilution/person
0.00248 ml spray dilution/person

2 hours
0.25 hours
18.0%
0.23 m*/kg bw/day
1.07 m?fkg bw/day
19.89%
5.00%
14500 cm*/hour

5200 cm?/hour

50.00%
20 em?
20 events/hour
25 em?

20.00%

7500 em?/h
2250 cm*/h

_AppEquip

i_AppRate
i_Buffer

d_tConcAs

i_AbsorpProduct
i_Absomplnuse
i_AbsompOralinuse
d_DFR

i_Volat

d_AirCon

d_ByExpDur
d_ExpDurTreatCrop
d_ClothAF
d_BreathRAd
d_BreathRCh

d_Turf
d_ByTCAd
d_ByTcCh

d_salExt
d_AreaHM
d_ByFregHh
d_MouthGrass
d_DRP

d_Teentryad
d_TeEntryCh

1.1 1-3 year old child

Spray drift Vapour Surface deposits Entry into treated crops
Total systemic exposure (mg a.s./day) 0.3975458 0.0107000 0.0283433 0.0421875
fopiseininebesee e butcisbne s 0.0397546 0.0010700 0.0028343 0.0042188
bw/day)
% of RVAAS 159.02% 4.28% 11.34% 16.88%
1.2 Adult

Spray drift Vapour Surface deposits Entry into treated crops
Total systemic exposure (mg a.s./day) 1.3233500 0.0138000 0.0721013 0.1406250
fopiseininebesee e butcisbne s 0.0220558 0.0002300 0.0012017 0.0023438
bw/day)
% of RVAAS 88.22% 0.92% 4.81% 9.38%
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Bystander exposure for Leptosar 200 SL

Croptype
Application method

Application equipment

Formulation type

Application rate of the product
Buffer strip

Concentration of active substance (in-use dilution
for liquid applications)

Dermal absorption of product

Dermal absorption of in-use dilution

Oral absorption

Pome fruit

Upward spraying

Vehicle-mounted-Drift Reduction

soluble concentrates, emulsifiable concentrate, etc.

0.05 kg a.s./ha
5m

0.25 ga.s.fl

10.00%
50.00%

100.00%

L AppEquip
i AppRate
i_Buffer
d_ConcAS

i_AbsorpProduct
i Absorpinuse
i_AbsorpOralinuse

Dislodgeable foliar residue (i_AppRate*i_DFR) 0.15 pg a.s./cmz d_DFR
Vapour pressure of in-use dilution e s i Volat

a vapour pressure of <5*10-3Pa
Concentration in air 0.001 mg/m’* d_AirCon
Bystander dermal spray drift exposure - adult 12.9 ml spray dilution/person
Bystander dermal spray drift exposure - child 3.87 ml spray dilution/person
Bystander inhal. spray drift exposure - adult 0.00440 ml spray dilution/person
Bystander inhal. spray drift exposure - child 0.00242 ml spray dilution/person
Exposure duration 2 hours d_ByExpDur
Exposure duration entry into treated crops 0.25 hours d_ExpDurTreatCrop
Light clothing adjustment factor 18.0% d_ClothaF
Breathing rate adult 0.23 m*/kg bw/day d_BreathRAd
Breathing rate child (1-3 year old) 1.07 mafkg bw/day d_BreathRCh
Drift percentage on surface (90th percentile) 19.89%
Turf transferable residues percentage 5.00% d_Turf
Transfer coeff. of surface deposits-adult 14500 cm*/hour d_ByTCAd
Transfer coeff. of surface deposits-child (1-3 year 5200 cm/hour 4_ByTCCh
old)
Saliva extraction percentage 50.00% d_SalExt
Surface area of hands mouthed 20 cm? d_AreaHM
Frequency of hand to mouth activity 20 events/hour d_ByFreqHM
Ingestion rate for mouthing of grass per day 25 om* d_MouthGrass
Dislodgeable residues percentage transferabili
for objgectto mouth ° ¢ Y 2000 LT
Transfer coefficient for entry into treated crops - ad 7500 cm?/h d_TeEntryAd
Transfer coefficient for entry into treated crops - chi 2250 cm?/h d_TcEntryCh

1. Total

1.1 1-3 year old child

Spray drift Vapour Surface deposits Entry into treated crops
Total systemic exposure (mg a.s./day) 0.1987729 0.0107000 0.0141716 0.0421875
Total systemic exposure per kg body weight (mg/kg
i . = 4 U it {me/k 0.0198773 0.0010700 0.0014172 0.0042188
bw/day)
% of RVAAS 79.51% 4.28% 5.67% 16.88%
1.2 Adult
Spray drift Vapour Surface deposits Entry into treated crops
Total systemic exposure (mg a.s./day) 0.6616750 0.0138000 0.0360506 0.1406250
Total systemic exposure per kg body weight (mg/ki
G = 5Tl v i (me/ke 0.0110279 0.0002300 0.0006008 0.0023438
bw/day)
% of RVAAS 44.11% 0.92% 2.40% 9.38%
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A34 Combined exposure calculations

Not relevant. Product contains 1 active only.

Appendix 4 Detailed evaluation of exposure and/or DFR studies relied upon
(KCP7.2.KCP 7.21.1. KCP 7.2.2.1. KCP 7.2.3.1)

No studies have been submitted.



